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Introduction to the Course 



PERSPECTIVE 

In alcohol and drug abuse treatment programs, decisions must be made rou- 
tinely on social, legal, and medical questions that are of profound personal 
importance to patients. Throughout the treatment process, the patients pro- 
vide the program with confidential information that is potentially embarrassing 
or harmful if discretion is not exercised in determining when this information 
may be disclosed both within the program and outside of it. 

On May 9, 1975, the Department of Health, Education, and Welfare (HEW) and 
the^Special Action Office for Drug Abuse Prevention published ( Federal Regis- 
ter ^40 C.F.R. 20522) a notice of proposed joint rule creating a new >Part 2 of 
Title 42^ of the code of the Federal regulations governing the confidentiality of 
alcohol and drug abuse patient records. After comments, the new law became 
effective August I, 1975. 

These regulations were designed to provide a balance between the need for 
privacy and anonymity on the part of the parties and the need for pertinent 
Information about these patients by other parties. The protection provided 
by the regulations increases the effectiveness of medical and social institu- 
tions and makes treatment more attractive to potential patients by allowing 
them to remain anonymous and by protecting their treatment records from 
public scrutiny. 



OVERVIEW 
Purpose 

The purpose cf this course is to provide the participant with a general over- 
view of the r-ederal laws and regulations pertaining to confidentiality of alco- 
hol and drug abuse patient records. The relation of these Federal laws to 
existing State laws and regulations will be discussed but is not a major focus 
of the course. 

Persons For Whom This Course Is Intended 

The course can be given to anyone involved in the fields of substance abuse 
treatment or prevention. This broad population can be further categorized 
as: 

• Those persons responsible for the establishment, maintenance, moni- 
toring, or enforcement of confidentiality policies and procedures 
(e.g.*. Social Security Administration, administrative, legal, and 
supervisory personnel); and 

• Those persons who experience the practical, everyday application of 
the confidentiality laws and regulations (e.g., counselors, medical 
records technicians, criminal justice and prevention personnel, 
health and hospital workers). 
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To promote a more balanced dialogue and a fuller exposure of the issues, any 
given training population should contain representatives from each of the 
above two categories. 



Learning Objectives 

At the end of this course, trainees will be able to: 

• Demonstrate an understanding of Federal Law Title 42 Code of Fed- 
eral Regulations Part 2 by adhering to appropriate Federal laws and 
regulations and interpreting them correctly with minimal expert 
assistance. 

• . Describe areas of the law where there is flexibility in interpretating 

and applying them. 

• Articulate accurate information about relevant State laws that per-^ 
tain to confidentiality of alcohol and ^rug abuse patient records. 

• Make infprmed decisions about releasing and limiting the release of 
confidential client information and support tho^ decisions by refer- 
ence to appropriate Federal and State laws. 

• Identify and describe several examples of recordkeeping systems 
that protect the confidentiality of client information. 

• Identify (orally or in writing) the important ethical considerations 
involved in protecting a client's right to privacy. 

Course Limitations 



The trainers and participants should be aware of the following limitations: 

• The course will not provide conclusive opinions and court decisions 
on every question and concern. 

• It will not resolve all of the conflicts that may arise between the 
State and Federal laws and regulations. 

• Individual staff members and programs should not take the course 
as a substitutci^r seeking expert legal counsel for interpretation of 
the laws and regulations. 

• A program should not use the course as the main source of informa- 
tion in developing program guidelines. (A program should follow 
up with the State training support person and legal counsel to 
review guidelines.) 

• This course is not a substitute for on-going staff development ses- 
sions on the issues surrounding confidentiality. 

e It is not intended that this course be offered to patients. Each 
program must develop its own educational mechanism for informing 
patients of their responsibilities and rights in this matter. 





Academic Credit 



This course has been approved by the American Council on Education for aca- 
demic credit. Students have received up to two academic credit hours from 
various colleges and universities for participation in this course. Medical 
records associations in Rhode Island and Oklahoma have awarded i4 continuing 
education units to medical record technicians who took this 2-day confidential- 
ity course, > 






Session 1 

i 

^ Pretest 





\ 



ERIC 



'Session 1 
Pretest 

V Confidentiality Regulatlon$ Review Test 



Following is a brief test of major points in the Federal confidentiality regula- 
tions covered by this course. The test is for self-a&sessment and is not 
comprehensive. After completing the test, check your answers. If you have 
missed any, you, may wish to review the appropriate rules. 

For the firs^ 17 questions, circle the letter on your answer 'sheet to indicate 
whether ^ach statement is true or false. 



TRUE OR FALSE: . . 

I. In the usuaJ situation, if 'a minor applies for services to a treatment 
program in a State that requires 'guardian' consent, the minor's written 
consent must be obtained before the fact of his application can be com- 
municated to his or her guardian. - / 

/ 



2. Patients in a drug abuse program can be required to carry program 
rdentification cards on and off program premises if the sole purpolPe is to 
assure positive identification of patients or correct recording *pf medica- 
tion. ' * ' 

' • \ • 

T F 

3. In general, consent fon^iscldsure/expires only after a formal request for 
revocation has been filed. ^ 



4. Federal confidentiality regulations specifically apply to programs that are 
funded in whole or in part by grants or contracts from the Federal gov- 



ernment. 

4 



5. Disclosure of the identities of patients in narcotic maintenance and 
detoxification programs may be made to the « Food and Drug Administra- 
tion upon request ,by qualified personn^pl oT the Foqd" and|^rug Adminis- 
tration for the nurposes of audit verification. 



6. Disclosures to medical personnel are authorized without patient consent if 
a genuine medical emergency exists and the information is needed for 
diagnosis and treatment. 



No supervisor or other person having authority over an undercover 
agent may knowingly permit such an agent to be or remair; employed by 
or enrolled in any such" program. 



An. individual who is responsible for maintaining patient records is com- 
pelled to disclose patient information if served with a subpoena. 



9^ One reason for which a program should release information to a central 
registry would be to discover if a patient is currently enrolled in more 
than one program for treatment. 

T F 

10. Patient records can be used for long-term evaluation studies. ^ 

<x T F 

11. Third-party payers cdft maintain records on the identity of individuals in 
treatment programs. 



^ 12. Consent /orms containing false information are valid as long as the eight 
items required by law are included and reasonable care has been exer- 
cised by the program to ^assure the information contained therein is 
accurate. 



13. Confidentiality regulations do not apply to the exchange of information 
or records^ pertaining to a person relating to a period when such a per- 
son is or was subject to the Uniform Code of Justice when the exchange 
of information occurs exclusively within the Armed Forces or within those 
components of the Veterans Administration furnishing health care to vet- 
erans or between such components of the Arm6d Forces. 



14. Authorized agents of the Drug Enforcement Administration have access 
to the clinical records of any patient in a nareotic maintenance or detox-, 
ification program that is registered under Rule 303(g) of the Controlled 
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Substance Act only if authorized by a court order in accordance with 
Subpart E. 



15. When State lawf and regulations regarding the confidentiality of alcohol 
and drug abuse patient records conflict with any particular section of 
the Federal regulations, the Federal regulations should be followed. 

T F 

16. A former employee may release information about a client that is not con- 
tained in the client's records. 

T F ^ 

17. Attorney Jones asked Program "X" for information regarding his client 
who Is enrolled in the program. The program required that a consent 
form be signed by both the attorney and client. Is the program correct 
in following this procedure? 

T F 



MULTIPLE CHOICE: 

The next 10 questions are multiple choice. Blacken the letter of your answer 
sheet to indicate the single best answer to each question. 

18. Disclosure of information concerning a client should be accompanied by a 
notice which clearly states that it is illegal for the recipient to further 
disclose the information to anothei- party. An exception to the prohibi- 
tion against redisclosure exists when: 

a) the original client consent form includes a general authorization for 
the release of information. 

b) the recipient Is an employment agency which received the client's 
consent that explicitly authorized redisclosure of the information to 
potential employers for the purpose of securing employment for the 
client. 

c) the recipient is an evaluation specialist who reports summary ^ta 
that cannot be traced to an individual. 

d) none of the above 

19. Disclosures to a central registry should include information with respect , 
to any patient: 

, a) when he or she is applying for treatment 

b) when treatment is terminated 



c) when the type or dosage of drugs is changed 

d) 6 . of the above 

20. A court may authorize disclosure of patient records for the investigation 
or prosecution of a patient if he is believed to have been involved in: 

a) rape 

b) burglary 

c) drunken driving 

d) none of the above 

21. When a program is acquired by another program and the patients have 
not consented to the transfer of their records, the records should be: 

a) Sealed in Envelopes, marked and labeled with name of the program, 
. and stored for the required period, if their retention is required 

by State law; otherwise, they should be cleared for patient identity 
information or destroyed 

b) released to the patients 

c) stored indefinitely 

d) transferred, since Federal regulations do not require patient con- 
sent for the transfer of records 

22. An evaluation agency, having legally received patient data for analysis, 
may release information on specific individuals: 

a) under a court order requiring disclosure 

b) with v;ritten permission ^ ^nn the patient to redisclose 

c) either of the abovb 
. d) none of the above 

23. Even though written consent has been given by a patient to disclose 
information, the program director may legally refuS'e to disclose the 
information if: ^ 

a) the employer has previously denied promotions to Individuals while 
in treatment 

b) the information to be released appears to have little bearing on the 
job involved 

c) both of the above 

u 
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d) none of the above—the director cannot refuse a client^s request to 
release information 

24. Which of the following items is not required on a written consent form? 

a) date on which consent is signed 

b) extent or nature of information to be disclosed 

c) purpose or need for disclosure 

d) signature of staff member making disclosure 

25. In a nonemergency' situation, information about a patient 'may be given to 
his or her family: 

a) if, in the judgment of the person responsible for treatment, disclo- 
sure Will be helpful to the patient 

b) if legal counsel for the family applies in writing for information 
about specific events claimed to reflect inappropriate treatment 

c) only when formal written consent 'has iJeen given by the patient 

d) whenever the patient and family members are together 

26. Because all situations requiring disclosure without t^nsent cannot be 
anticipated, provision is made for exceptions benefitirfg th 5 patient. 

* Such disclosures may be made only at the discretion of: 

a) a regularly constituted committee of at least five members of the 
treatment center staff l 

b) the director oV his designated representativ^esponsible- for the 
patient records 

c) the patient's doctor and the patient's attorney 

d) none of the above 

27 You were convicted Jast year and fined $500 for impp^perly releasing the 
name of a patient in your alcdhol treatment program. You have just 
been found guilty of failing to maintain proper security of patients rec- 
ords in your drug abuse treatment program: 

a) the judge can fine you up to $500 

b) the judge can fine you up to $5,000 

c) the judge may imp6se imprisonment under the felony clause of the 
regulations ' 

d) none of the' above 
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Pretest Answer Sheet 



TRUE/FALSE 
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MULTIPLE CHOICE 
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Federal Regulations Key to Pretest 



QUESTION NUMBER FEDERAL REGULATIONS 

1 2.15 

2 2.20 

3 2.31 

4 2.12 

5 2.55 

6 2.51 

7 ,2.19 

8 . 2.61 

9 2.34 
^ 10 2.53 

11 2.37 

12 2.31 

13 2.1 and 2.12(b) 

14 2.55 

15 2.23 

16 2.22 

17 2.35 

18 2.32 

19 2.34 

20 2.65 

21 2.21 

22 2.53 and 2.56 

23 2.38 

24 2.31 

25 , 2.36 

26 2.40(a) 

• 27 • 2.14 ■ 



NOTE: 

It is necessary for the trainer to state the section of the Federal regulations 
in responding to any questions that are raised by the trainees. This will 
enable the trainees to know the section of the regulations and to review it 
subsequently. 
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Session 2 

Subpart A— introductory Statement— Ruies 2.1-27 



§2.1 Statutory Authority-Drug Abuse 

§2.2 Statutory Authority-Alcohol Abuse 

§2.4 General Purposes 

§2.6 Administration and Enforcement in General 

§2.7 Reports of Violations 



Learning Objectives 

This session deals with the general provisions of the Federal regulations. At 
the end of this session, the participants should have an understanding of the 
statutory authority for the Federal laws on confidentiality, specifically: 

• An overview of the statutory authority for the Federal laws on drug 
abusa (Rule 2.1). 

• An overview of the statutory authority for the Federal laws on alco- 
hol abuse (Rule 2.2). 

• Comprehension of the general purpose and policy objectives of the 
Federal laws and rules (Rule 2.4). 

• Understanding of the administration and enforcement of the Federal 
laws and regulations (Rule 2.6). 

• Insight into the current processes for handling violations of the 
Federal and State laws and regulations. 



§2.1: STATUTORY AUTHORITY—DRUG ABUSE 



RULE 

(a) Statutoru provisions effective May 14, 1974 . Insofar as the 
provisions of this part pertain to iny program or activity 
relating to drug abuse education, training, treatment, rehabili- 
tation, or research, such provisions are authorized under section 
408 of Pub. L. 92^255, the Drug Abuse Office and Treatment Act of 
1972 (21 U.S.C. 1175) as amended by section 303 of Pub. L. 93-282 
(88 Stat. 137). That section reads as follows: 

§408. Confidentiality of patient records . 

(a) Records of the identity, diagnosis, prognosis, or treatment 
of any patient which are maintained in connection with the per- 
form^nce of any drug abuse prevention function conducted, regu- 
lated, or direttly or indirectly assisted by any department or 
agency of the United States shall, except as provided in subsec-^ 
tion (c), be confidential and be disclosed only for the purposes 



and under the citcumstances expressly authorized under subsection 
(b) of this section. 

(b) (1) The content of any record referred to in subsection (a) 
may be disclosed in accordance with the prior written consent of 
the patient with respect to whom such record is maintained, but 
only to such extent, under such circumstances, and for such pur^ 
poses as may be alloweal under regulations prescribed pursuant to 
subsection (g). 

(2) Whether or not the patient, with respect to whom any given 
record referred to in subsection (a) of this section is main" 
tained, gives his written consent, the content of such record may 
be disclosed as follows: 

(A) To medical personnel to the extent necessary to meet a bona 
fide medical emergency. 

(B) To qualified personnel for the purpose of conducting scien^ 
tific research, management audits, financial audits, or program 
evaluation, but such personnel may not identify, directly or 
indirectly, any individual patient in any report of such 
research, audit, or evaluation, or otherwise disclose patient 
identities in any manner. 

(C) If authorized by an appropriate order of a court of compe^ 
tent jurisdiction granted after application showing good cause 
therefor. In assessing good cause the court shal^ weigh the 
public interest and the need for disclosure against ti ? injury to 
the patient, to the physic ian^ patient relationship, and to the 
treatment services. Upon the granting of such order, the court, 
in determining the extent to which any disclosure of all or any 
part of any record is necessary, shall impose appropriate safe^ 
guards against unauthorized disclosure. 

(c) Except as authorized by a court order granted under subsec^ 
tion (b)(2)(C) of this section, no record referred to in subsec^ 
tion (a) may be used to initiate or substantiate any criminal 
charges against a patient or to conduct any investigation of a 
patient. 

(d) The prohibitions of this section continue to apply to rec^ 
ords concerning any individual who has been a patient, irrespec^ 
tive of whether or when he ceases to be a patient. 

(e) The prohibitions of this section do not apply to any inter^ 
change of records^ ^ 

(1) within the Arix^d Forces or within those components of the 
Veterans' Administration furnishing health care to veterans, or 

^(2) between such components and the Aimed Forces. 
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(f) Any person who violates any provision of this section or any 
regulation issued pursuant to this section shall be fined not 
more then $500 in the case of a first offense, and not more than 
$5,000 in the' case of each subsequent offense.... 

(g) As amended, this section now stipulates that the Secretary 
of Health, Educetion, and Welfare shall prescribe regulations to 
carry out the purposes of this section. . . . 

a|c ;|c ale 

(Note: The next subsection of this Rule, subsection (h), was 
superceded by Public Law 94-581, Title I, fill (c)(4), October 21, 
1976. See 21 USCA 1175.) 



DISCUSSION 

The Federal regulations protect the privacy of the client and confidentiality of 
the records of patients receiving drug abuse treatment, referral, education, 
training, and research. The regulations cover any information or record 
whether or not such record is recorded. Thus, Rules 2.1 and 2.2 prohibit 
the disclosure and release of patient information without the prior written 
consent of the patient to whom the record pertains. Exceptions to this pro- 
hibition are detailed in this rule. 

Points to Remember 

• The Federal regulations must be followed by any individual or pro- 
gram involved in drug abuse treatment, referral, education, train- 
ing, and research, and, in general, any drug abuse prevention 
function. 

• Prior written consent of the client must be secured before any 
information pertaining to a client or patient can be released. 

i Exceptions to the prohibition ^against releasing information without 
the prior written consent of the patient that are referred to in Rule 
2.1 are: 

to medical personnel to respond to a bona fide medical emer- 
gency. 

to qualified personnel for the purpose of conducting scientific 
research, management audits, financial audits, or program 
evaluation. However, such personnel would be prohibited from 
disclosing any information or reports that identify directly or 
indirectly patient identities in any form or manner. This 
requirement must be complied with even if the individual has 
official status or is a State agency. 

if disclosure is authorized by an appropriate court order of a 
court of competent jurisdiction. The specific requirements for 
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securing and granting of court orders must be in accordance 
with Rules 2,61, 2.62, 2,63, and 2.64. 

Note that 21 U.S.C. 1175(h) and 42 U.S.C. 4582(h) dealing with the relation- 
ship to the Veterans Administration and confidentiality of alcohol and drug 
abuse patient records, have been superseded by 38 U.S.C, 4-131, et seq. 38 
U.S.C. 4132 and 4134, read together, provide that the Veterans Administra- 
tion is required to prescribe regulations protecting the confidentiality of its 
alcohol and drug abuse patient records and that the regulations prescribed 
are, to the extent practicable, to be consistent with 42 C.F.R. Part 2, the 
U.S. Department of Health, Education, and Welfare Regulations. Thus, the 
effect of 42 C.F.R. Section 2.12(b) Armed Forces and Veterans Administration 
must be considered in light of (and may be modified by) the requirements of 
38 U.S.C. 4131, et seq. , and whates^er regulations may ultimately be promul- 
gated under the provisions. 



S2.2: STATUTORY AUTHORtTY— ALCOHOL ABUSE 



RULE 

Insofar as the provisions of this part pertain to any program or 
activity relating to alcoholism or alcohol abuse education, 
training, treatment, rehabilitation, or reserach, such provisions 
are authorized under section 333 of Pub. L. 91^616, the Compre^ 
hensive Alcohol Abuse and Alcoholism Prevention, Treatment and 
Rehabilitation Act of 1970 (42 U.S.C. 4582), as amended by sec- 
tion 122(a) of Pub. L. 93^282, the Comprehensive Alcohol Abuse 
and Alcoholism Prevention, Treatment, and Rehabilitation Act 
Amendments of 1974 (88 Stat. 131). As so amended, that section 
reads as follows: 



CONFIDENTIALITY OF RECORDS 

SEC. 333. (a) Records of the identity, diagnosis, prognosis, or 
treatment of any patient which are maintained in connection with 
the performance of any program or activity relating to alcoholism 
or alcohol abuse education, training, treatn^nt, rehabilitation, 
or research, which is conducted, regulated, or directly or indi- 
rectly assisted by any department or agency of the United States 
shall, except as provided in subsection (e), be confidential and 
be distlosed only for the purposes and under th^ circumstances 
expressly authorized under subsection (b) of this section. 

(b)(1) The content of any record referred to in subsection (a) 
may be disclosed in accordance with the prior written consent of 
the patient with respect to whom such record is maintained, but 
only to such extent, under such circumstances, and for such pur^ 
poses as may be allowed under regulations prescribed pursuant to 
subsection (g). 

22 
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(2) Whether or not the patient, with respect to whom any given 
record referred to in subsection (a) of this section is main^ 
tained, gives his written consent, tAe content of such record may 
be disclosed as follows: 

\ 

(A) To medical personnel to the extent necessary to meet a bona 
fide medical emergency. 

(B) To qualified personnel for the purpose of conducting scien^ 
tific research, management audits, financial audits, or program 
evaluation, but such personnel may not identify, directly or 
indirectly, any individual patient in any report of such 
research, audit, or evaluation, or otherwise disclose patient 
identities in any manner. 

(C) If authorized by an appropriate order of a court of compe^ 
tent jurisdiction granted after application showing good cause 
therefor. In assessing good cause the court shall weigh the 
public interest and the need for disclosure against the injury to 
the patient, to the physician^ patient relationship, and to the 
treatment services. Upon the grant i^xg of such order, the court, 
in determining the extent to which any disclosure of all or any 
part of any record is necessary, shall impose appropriate safe- 
guards against unauthorized disclosure. 

(c) Except as authorized by a court order granted under subsec^ 
tion (b)(2)(C) of this section, no record referred to in subsec- 
tion (a) may be used to initiate or substantiate any criminal 
charges against a patient or to conduct any investigation of a 
patient. 

(d) The prohibitions of this section continue to apply to rec^ 
ords concerning any individual who has been a patient, irrespec^ 
tive of whether or when he ceases to be a patient. 

(e) The prohibitions of this section do not apply to any inter- 
change of records^- T 

(1) within the Armed Forces or within those components of the 
Veterans^ Administration furnishing ^jhe alt h care to veterans, or 

(2) between such components and the Armed Forces. 

(f) Any person who violates any provision of this section or any 
regulation issued ^pursuant to this section shall be fined not 
more than $500 in the , case of a first offense, and not more than 
$5, 000 in the case of each subsequent offense. 

(g) Except as provided in subsection (h) of this section, the 
Secretary shall prescribe regulations to carry out the purposes 
of this section. These regulations may contain such definitions, 
and may provide for such safeguards and procedures, including 
procedures and criteria for the issuance and scope of orders 
under subsection (b)(2)(C), as in the judgment of the Secretary 
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are necessary or proper to effectuate the purposes of this sec^ 
tion, to prevent circumvention, or evasion thereof, or to facili-^ 
tate compliance therewith. . . . • 

* * * 

(Note: The next subsection of this Rule, subsection (h), was superceded by 
Public Law 94-581, Title 1, Section 111(c)(4), October 21 , 1976. See 42 
UCSA 4582.) 



DISCUSSION 

Exceptions to this prohibition detailed in the rule permit disclosure whether 
or not the patient signs a written consent: 

to medical personnel to the extent necessary to respond to a bona 
fide medical emergency w> ^re the patient's health and safety is in 
question. * 

to qualified personnel for the sole purpose of conducting scientific 
research, management, financial and program audits / or program 
evaluation. It is important that the personnel having access to 
such patient-identifying information not identify directly or indi- 
rectly patients in any report resulting from such research, avJdit, 
monitoring, or evaluation. 

if authorized by an appropriate order of a court of competent juris- 
diction, an order shall be granted after an application showing good 
cause and no possible injury to the patient or the physician-patient 
relationship as a result of the disclosure. 

Points to Remember 

• The prohibitions of this rule^and the Federal confidentiality laws 
will continue to apply to records of an alcohol and drug abuse 
patient even if that patient has terminated .lis or her relationship 
with the treatment program. 

• The Federal regulations must be followed by any individual or pro- 
gram involved in drug abuse treatment, referral, education, train- 
ing, and research/ and, in general, any drug abuse prevention 
function. 

• Prior written consent of the client must* be secured before any 
information pertaining to a client or patient can be released. 

• Exceptions to the prohibition against releasing information without 
the prior written consent of the patient are referred to in Rule 2.1. 

• The effect of 38 U.S.C. 4131, et seq. 38 U.S.C. 4132 and 4134, 
read together, is to require the Veterans Administration to establish 
rules and regulations that will be similar to and consistent with 42 
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C.F.R.. Part 2 pertaiffing to the patient records " -»lcohorand drug 
abuse patients* 

• Note that the confidentiality requirements of Rules 2.1 and 2,2 of 
thesf regulations are identical for alcohol and drug abuse treat- 
ment, referral, rehabilitation, training, education, prevention func- 
tFons, and research. Thus, any subsequent rules and regulations 
pertain to both alcohol und drug abuse functions* 

§2.4: GENERAL PURPOSES ) 



RULE 

(a) Policy objectives . The purpose of the regulations -set forth 
in this part is to implement the authorizing legislation in a 
manner that, to the extent practicable, takes into account two 
streams of legal thought and social policy* One has to do with 
enhancing the quality ' and attractiveness of treatment systems. 
The other is concerned with the interests of patients as citi^ 
zens, most particularly in regard to protecting their rights of 
privacy. Within each stream there are cross-currents, and it 
should come as no surprise that areas of turbulence are to be 
found at their confluence. 

(h) Limited purpose . The regulations contained in this part are 
not intended to direct the manner in which substantive functions, 
such as research, treatment, and evaluation, should be carried 
out, /Strfr— ra t Aer to define the minimum requirements for ^the pro- 
tection of confidentiality of patient records which must be sat- 
isfied ijf connection with the conduct of those functions in order 
to carrp out the purposes of the authorizing legislation. This 
does nchL mean that observance of only the minimum legal require- 
ments is always the wisest course, but in framing th3se regula- 
tions, ^allowance has necessarily been made for a diversity of 
emphasis and approach in the many different jurisdictions and by 
the great variety of public and private agencies- which must find 
a way to funcMion within the limits here prescribed. 

^ ^ :^ 



DISCUSSION 

The Federal regulations on confidentiality of alcohol and drug abuse patient 
records should enhance the quality and attractiveness of the various treat- 
ment programs and activities. The reguidtions are supportive of efforts to 
safeguard the interests and privacy of each client or patient by providing an 
orderly framework for protection of the rights of alcohol and drug abuse cli- 
ents and patients. 
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Points to Remember 



The Federal regulations do not specify how drug abuse treatment 
should occur; rattier, they provide minimum standards and require* 
ments .for protect^n of the confidentiality of alcohol and drug abuse 
patient records. ^ 

Programs^and indi\^duals in the alcohol^ and drug abuse field can 
. 'develop thelV own jstandards oroviding those fulfill the minimum 
Federal requirements^ of 42 CF/R. Part 2, . 

Observance of these Federal regulations |s an ethical as well as a 
legal responsibility of each Staff member and prpgram involved in an 
alcohol or drug abuse function. 

Priority ^should be given to protection of the interests .of patients as 
citizens, and particularly to the protection of each patient's right to 
privacy and confidentiality. 



§2.6: ADMINISTRATION AND ENF.ORCEMENT IN GENERAL 



RULE 

V 

It is not contemplated that aAtf^ particular agency will be set up - 
specifically to enforce compliance with this part. Programs 
which receive Federal grants mag be monitored for compliance with 
this and other applicable Federal law as an incident to the grant 
administration process. Similarly, FDA inspections of methadone 
programs will include inspection for compliance with this part, - 
which is incorporated by reference ih the methadone regulation 
(21 CFR 310.505). • . ' 



DISCUSSION 

No particular agency will be set up to enforce compliance. However, several 
Federal agencies will provide oversight and inspection in the form of: 

• NIDA/N:AAA staff site visits 

• Federal fiscal and program audits 

• FDA inspection of methadone programs 

• U.S. Attorney's office. 
Points to Remember 

• Programs should expect that the Federal agencies, in particular 
NIDAvand NIAAA> will monitor compliance with 42 C.F.R. Part Z, 
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Regulations on Confidentiality of Alcohol and Drug Abuse Patient 
Records. 

• Programs will be held accountable for failure to comply with the 
Federal regulations on confidentiality* 

• Compliance will be ensured by other means; e.g., through monitor- 
ing and evaluations of programs t>y State governments. 



NOTE: 




1. Programs should be cognizant of the trend to establish enforcement units 
at both the Federal and State levels. 

2. NIDA Confidentiality Compliance Office . NIDA*s Division of Community 
Assistance has initiated a new effort to centralize the Institute's han^lling 
of all matters relating to the rules on confidentiality of alcohol and drug 
abuse patient records. 

For additional information^ contact : 

Mr. Paul Curtis/Ms. Sheila Gardner 
NIDA 

Program Investigation, Inspection, 

and Compliance 
Division of Cqirfmunity Assistance 
5600 Fishers Lane, Room 9*03 
Rockville, Maryland 20857 
(301) 443-6780 

3. NIAAA Confidentiality Compliance Office . NIAAA's Division of Special 
Treatment and Rehiabilitation handles the Institute's work relating to the 
rules of^confidetui^lity of alcohol and drug abuse patient records. 

For additional information, contact : 

Mr. Fleetwood Roberts 
Deputy Chief, Special Projects Branch 
Division of Special Treatment 

and Rehabilitation 
National Institutig on Alcohol Abuse 

and Alcoholism 
5600 Fishers Lane, Room 11A02 
Rockville, Maryland 20857 
(301) 443-1374 
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S2.7; REPORTS OF VIOLATIONS 



RULE 

Any violation may be reported to the United States Attorney for 
the judicial district in which the violation occurs. Violations 
on the part of methadone programs may be reported to the regional 
offices of the Food and Drug Administration. Violations on the 
part of a Federal grantee or contractor mag be reported to the 
Federal agency monitoring the grant or contract. 



Points to Remember 

e Any violation may be reported to the U.S. Attorney for your juris- 
diction where the violation occurs. 

e Violations may be reported also to the PDA in the case of methadone 
programs. 

e Violations from a Federal grantee or contractor may be reported to 
the Federal agency funding the grantee or contractor. 

NOTE: 

1. The trend is fjr Federal and State agencies to establish units that will 
be responsible for dealing with violations and complaints on confidential- 
ity of drug and alcohol abuse patient records. 

2. NlOA and the NIAAA have established units to respond to reports of 
violations . 

For additional information, contact : 

Mr. Paul Curtis/Ms. Sheila ^Gardner 
NIDA 

Program Investigation, Inspection, 

and Compliance 
Division of Community Assistance 
5600 Fishers Lane, Room 9-OS 
Rockville, Maryland 20857 
(301) 443-6780 

Mr. Fleetwood Roberts 
Deputy Chief, Special Projects Branch 
Division of Special Treatment 

and Rehabilitation 
National Institute on Alcohol Abuse 

and Alcoholism 
5600 Fishers Lane, Room IIA02 
Rockville, Maryland 20857 
(301) 443-1374 
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Session 3 

Subpart B--Generai Provisions— Rules 2.11-2.15 

§2.11 Definitions and Usages 
§ 2.12 Applicability 

§2.13 General Rules Regarding Confidentiality 
§2.14 Penalty for Violations 
§ 2.15^ Minor Patients 



Introductory Statement 

This subparts of. the Federal regulations deals with general provisions which 
pertain to. the issues of definition and usages, applicability of confidentiality 
rules/ general rules regarding confidentiality, penalty for violations, and 
minor patients. 

Learning Objectives 

At the end of this session, the participant should be able to: 

• Understand the definitions and usages of terms (Rule 2.11) pertain* 
ing to confidentiality of alcohol and drug abus^ patient records. 

• Correctly apply the confidentiality rules to individuals and programs 
involved in activities related to substance abuse (Rule 2.12). 



• Comprehend the general rules (Rule 2.13) regarding confidential! 



Civil f criminal, administrative, or legislative proceedings 
Unconditional compliance 

Scope of information covered, whether oral or written 
Crimes on the premises or against program personnel 
Implicit and negative disclosures 
Inpatients and residents of treatment facilities. 

• Know the process and application cf the penalty (Rule 2.14). 

• Understand the rules on the treatment of minors (Rule 2.15). 



(a) Authorizing legislation . The term ^^authorizing legislation^' 
means )siection 408 of the Drug Abuse Office and Treatment Act of 
1972 (21 U.S.C. 1175) ahd section 333 of the Comprehensive Alco- 
hol Abuse and Alqoholicm Prevention, Treatment, and Rehabilita- 
tion Act of 1970 (42 U.S.C. 4582), as such sections may be 
amended and in effect from time to time. 



as it relates to: 





§2.11: DEFINITIONS AND USAGES 



(b) Construction of terms . The definitions and rules of con^^ 
struction set forth in this section are applicable for the pur^ 
poses of this part. To the extent that they refer to terms used 
in the authorizing legislation, they are also applicable for the 



(c) Alcohol abuse . The term ^^alcohol abuse'' includes, alcohol^ 
ism. 

(d) DruQ abuse . The term ''drug abuse" includes drug addiction* 

(e) Diagnosis and treatment . The terms "diagnosis" and "treats 
ment" include interviewing, counselling, and any other services 
or activities carried on for the purpose of or as an incident to 
diagnosis, treatment, or rehabilitation with respect to drug 
abuse or alcohol abuse, whether or not conducted by a member of 
the medical profession. 

{f) Program . 

(1) The term "program", when referring to an individual or 
organization, means either an individual or an organization fur^ 
nishing diagnosis, treatment, or referral for alcohol abuse or 
drug abuse. . . . 

^g) Program evaluation . The term "program evaluation" means an 
evaluation of — 

(1) The effectiveness, efficiency, compliance with applicable 
therapeutic, legal, or other standards, or other aspects of the 
performance, of a program as defined in paragraph (f)(1) of this 
section, or 

(2) The validity, effectiveness, efficiency, practicability, or 
other aspects pf tpk utility or success of a program in the sense 
defined in paragraph (f)(2) of this section. 



(h) Program director . The term "program director" in the case 
of a program which is an individual means that individual, and in 
the case of a program which is an organization, the individual, 
if any, who is the principal, or, in the case of organizations 
consisting of partners or under the control of a board of direc^ 
tors, board of trustees or other governing body, the individual 
designated as program director, managing director, or otherwise 
vested with executive authority with respect to the organization. 

(i) Patient. The term "patient" means any individual (whether 
referred to as a patient, client, or otherwise) who has applied 
for or been given diagnosis or treatment for drug abuse or alco^ 
hoi abuse and includes any individual who, after arrest on a 
criminal charge, is interviewed and/or tested in connection ^ith 
drug or alcohol abuse preliminary to a determination as to eligi^ 
bility to participate in a treatment or rehabilitation program. 



purposes of sjach legislation. 




ERLC 



28 

31 



(j) Patient identifxjjng information . The term '^patient Jdenti^ 
tying information'' soeans the name, address, social security num- 
ber, or similar information by which the identity of a patient 
can be determined with reasonable accuracy . and speed either 
directly or by reference to other publicly available information* 
The term does not include a patient identifying number assigned 
by a program. . . . 



(n) (^alified service organization . The term ''qualified service 
organization" means a service organization which has entered into 
a written agreetsent with a program pursuant to which the ser^^ice 
organization — 

(1) acknowledges that in receiving, storing, processing, or 
otherwise dealing with any information from the program about 
patients /in the program, it is fully bound by the provisions of 
this part; 

(2) undertakes to institute appropriate procedures for safe^ 
guarding such information, with particular reference to patient 
identifying information; and 

(3) undertakes to resist in judicial proceedings any efforts to 
obtain access to information pertaining to patients otherwise 
than as expressly provided for in this part. 

(0) Records . The term "records" includes any information, 
whet^her recorded or not, relating to a patient, received or 
acquired in connection with the performance of any alcohol abuse 
or drug abuse prevention function, whether such receipt or acquis 
sition is by a program, a qualified service organization, or any 
other person. 

(p) Communications not constituting disclosure . The following 
types of communications do not constitute disclosures of records: 

(1) Communications of information within a program between or 
among personnel having a need for such information in connection 
with their duties. 

(2) Communications between a program and a qualified service 
organization of information needed by the organization to perform 
its services to the program. 

(3) Communications of information which includes neither patient 
identifying information nor identifying numbers assigned by the 
program to patients. . . . 



(s) Third party pauer . The term "third party payer" n^ans any 
organization {or person acting as agent or trustee for an organic 
zation or fund) which pays or agrees to pay for diagnosis or 
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treatment furnished or to be furnished to a particular individ'^ 
ual, where such payment or agreement to pay is on the basis of an 
individual relationship between the payer and the patient (or a 
member of the patient's family in the case of self ^and^ family 
insurance coverage or similar arrangements) evidenced by a con^^ 
tract, an insurance policy, a certificate of membership or par^ 
ticipation, or similar documentation. 

(t) Funding source . The term funding source^' means any indi^ 
vidual or any public or private organization, including any Fed'' 
eral. State, or local governmental agency, which makes payments 
in support of a program. A funding source is not, as such, a 
third party payer, even where its payments are based directly or 
indirectly on the program's patient load with or without respect 
to specified categories of eligible persons. . . . 

* * * 



DISCUSSION 

These definitions and usuages provide clarity and consistency for the reader 
in understanding the meaning of the regulations. 

Points to Remember 

• It is advisable that the reader refer to and use the language and 
its intent in clarifying and explaining any section of these Federal 
regulations on confidentiality of alcohol and drug abuse patient rec- 
ords. 

• The regulations in Rule 2.11(i) define the term "patient" to include 
individuals who meet the definition, whether referred to as 
patients, clients; participants, enrollees, residents, or otherwise. 

• The definition of the word "record" in Rule 2.11(o) denotes that 
Information, whether or not recorded, and all recorded information 
relating to and acquired in connection with p'^oviding services in 
alcohol and drug abuse, must be kept confidential. 

• Also note that: 

1. Communication among treatment staff having a need for such 
information does not constitute a disclosure. However, pro- 
gra.-ns have an affirmative duty to limit patient-identifying 
inforn.^tion and communication about clients to those staff who 
have a rojl need for the information. For this reason, a jani- 
tor would not normally be allowed access to patient-identifying 
information. 

2. Programs will not violate the Federal regulations 42 C.F.R. 
Part 2 by releasing any information on clients where such 
release does not explicitly or implicitly identify any^ individual 
as an alcohol and or drug abuse patient. Thus, statistical and 
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evaluation progress reports required by funding sources or by 
any third parties are releasable if no patient identifying infor- 
mation is implied or directly disclosed* 



§2.12; APPLICABILITY 



RULC 

(a) In general . Except as provided in paragraph (b) of this 
section, this part applies to records of the identity, diagnosis, 
prognosis, or treatment of any patient which are maintained in 
connection with the performance of any alcohol abuse or drug 
abuse prevention function'^" 

(1) Which is conducted in whole or in part, whether directly or 
by grant, contract, or otherwise, by any department ( r agency of 
the United States. 

(2) For the lawful conduct of which in whole or part any 
license, registration, application, or other authorization is 
required to be granted or approved by any department or agency of 
the United States. 

(3) Which is assisted by funds supplied by any department or 
agency of the United States, whether directly through a grant, 
contract, or otherwise, or indirectly by fundi supplied to a 
State or local government unit through the medium of contracts, 
grants of any description, general or special revenue sharing, or 
otherwise, or ^ 

(4) Which is assisted by the Internal Revenue Service of the 
Department of the Treasury through the allowance of income tax 
deductions for contributions to the program conducting such func 
tion, or by a way of tax-exempt status for such program. 

(b) Armed Forces and Veterans' Administration . 

(1) The provisions of this part do not apply to any interchange, 
entirely within the Armed Forces, within those components of the 
Veterans' Administration furnishing health care to veterans, or 
between such components and the Armed Forces, of records per'- 
taining to a person relating to a period when such person is or 
was subject to the Uniform Code of Military Justice. 

(2) Except as provided in paragraph (b)(1) of this section, this 
part applies to any communication between any person outside the 
Armed Forces and any person within the Armed Forces. 

(3) Except as provided in paragraph (b)(1) of this section, this 
part applies, insofar as it pertains to any drug abuse prevention 
function, to any communication between any person outside those 




components of the Veterans' Administration furnishing health care 
to veterans and any person within such components, until such 
date as the Secretary of Health, Education and Welfare exercises 
his authority (conferred by an amendment effective June 30, 1975) 
to prescribe regulations under section 408 of Pub. L. 92-255 (21 
V.S.C. 1175). After such date, this part applies thereto to such 
extent as the Administrtor of Veterans' Affairs, through the 
Chief Medical Director, by regulation makes the provisons of this 
part applicable thereto. 

(4) Except as provided in paragraph (b)(1) of this section, this 
part applies, insofar as it pertains to any alcohol abuse preven- 
tion function, to any communication between any person outside 
those components of thr^ Veterans' Administration furnishing 
health care to veterans and any person within such components, to 
such extent as the Administrator of Veterans' Affairs, through 
the Chief Medical Director, by regulation makes the provisions of 
this part applicable thereto. 

(c) Period covered as affecting applicability . The provisions 
of this part apply to records of identity, diagnosis, prognosis, 
or treatment pertaining to any given individual maintained over 
any period of time which, irrespective of when it begins, does 
not end before March 21, 1972, in the case of diagnosis or treats 
went for drug abuse or before May 14, J974, in the case of diag- 
nosis or treatment for alcohol abuse. 

(d) Applicability determined by nature and purpose of rec^ 
ords . The applicability of the provisions of this part is deter- 
mined by the nature and purpose of the records in question, and 
not the status or primary functional capacity of the record^ 
keeper. 

3|c « 4c 



DISCUSSION 

The provisions of this rule have broad application to individuals and programs 
providing any alcohol 6r drug abuse function, whether the financial support 
for such activity is received directly or indirectly through a Federal govern- 
ment entity. Ultimately, the application of the Federal regulations on confi- 
dentiality of alcohol and drug abuse patient records will be determined by the 
nature, function, and purpose of the records in question and not solely by 
the status or primary functional capacity of the program and entity which 
maintains the records. 

Points to Remember 



• Tax-exempt corporations and/or entities are covered by Rule 2.12 
(a)(4), which follows the doctrine stated in McGlotten vs. Connally, 
338 F. Supp. 448 (D.C. D.C., 1972), In which it was held that the 
deductible status of contributions to an organization constitutes 
"Federal financial assistance" within the meaning of Seccion 601 of 



ERLC 



32 

35 



1 



u 



the 1964 Civil Rights Act (42 U.S.C. 2000d). See, also, Green vs. 
Connally, 330 F. Supp. 1150 (D.C. D.C., 1971) aff'd sub. nom. Coit 
vs. Green, 404 U.S. 997, 92 S. Ct. 564, 30 L. Ed. 2d 550 (1971). 

• Programs that are assisted by funds supplied by any department or 
agency of the United States Government, whether directly by a 
grant or contract or otherwise, or indirectly by funds supplied to 
the State or local government by an United States agency or 
depaVtment, must comply with the Federal confidentiality regula- 
tions. 

• Although this rule does not specifically refer to private organiza- 
tions, it is clear that such organizations are covered by the regula- 
tions if they receive direct or indirect Federal assistance and they 
maintain records otherwise covered by this part. 

• It should be noted that the applicability of the regulations is 
determined ultimately by the nature and purpose of the records in 
question and not by the status or basic function and capacity of 
the recordkeeper (see Rule 2.12(d)). 

• Nonprofit and tax-exempt organizations, programs, hospitals, and 
other entities including the criminal justice system (i.e. , police, 
corrections, law enforcement agencies), must comply with the Fed- 
eral regulations on confidentiality of alcohol and drug abuse patient 
records, 42 C.F.R, Part 2. 

• Note that 21 USC 1175(h) and 42 USC 4582(h) (dealing with Veter- 
ans Administration regulations on confidentialty of alcohol and drug 
abuse patient records) have been superseded by 38 USC 4131, et 
seq. 38 USC 4132 and 4134, read together, provide that the Veter- 
ans Administration is to prescribe regulations protecting the confi- 
dentiality of its alcohol and drug abuse patient records and that 
these regulations are, to the extent practicable, to be consistent 
with 42 CFR Part 2, the HEW regulations. Thus, the effect of 42 
CFR 2.12(b) must be considered in light of (and may be modified 
by) the requirements of 38 USC 4131, et seq. , and whatever regu- 
lations may ultimately be promulgated under those provisions. 



§2.13: GENERAL RULES REGARDING CONFIDENTIALITY 



RULE 

(a) In general . Records to which this part applies shall be 
confidential and may be disclosed only as authorized by this 
part, and may not otherwise be divulged in any civil, criminal, 
administrative, or legislative proceeding conducted by any Fed^ 
eral. State, or local authority, whether such proceeding is com^ 
menced before or after the effective date of this part. 
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(b) Unconditional compliance required . The prohibition upon 
unauthorized disclosure applies irrespective of whether the perr 
son seeking disclosure already has the information sought, has 
other means of obtaining it, en jogs official status, has obte^ined 
a subpoena, or asserts any other justification or basis for c?is- 
closure not expressly authorized under this pkrt. 

(c) Information covered by prohibition . The prohibition on 
unauthorized disclosure covers all information about patients, 
including their attendance or absence, physical whereabouts, or 
status as patients, whether or not recorded, in the possession of 
program personnel, except as provided in paragraph (d) of this 
section. 

(d) Crimes on program premises or against program personnel . 
Where a patient commits or . threatens to commit a crime on the 
premises of the program or against personnel of the program, 
nothing in this part shall be construed as prohibiting personnel 
of the program from seeking the assistance of, or reporting such 
crime to, a law enforcement agency, but such report shall not 
identify the suspect as a patient. In any such situation, imme^ 
diate consideration should be ven to seeking an order under 
Subpart E of this part to permiL the disclosure of such limited 
information about the patient as may be necessary under the cir^ 
cumstances. 

(e) Implicit and negative disclosures prohibited . The disclo^ 
sure that a person (whether actual or fictitious) answering to a 
particular description, name, or other identification is not or 
has not been attending a program, whether over a period of time 
or on a particular occasion, is fully as miuch subject to the pre 
hibitions and conditions of this part as a disclosure that such a 
person is or has been attending such a program* Any improper or 
unauthorized request for any disclosure of records or information 
subject to this part umst be met by a noncommittal response. 

if) In-patients and residents . The presence of any in-patient 
in a medical facility or resident in a residential facility for 
the treatment of drug or alcohol abuse may be acknowledged to 
callers and visitors with his written consent. Without such con- 
sent, the presence of any in-patient or resident in a facility 
for the treatment of a variety of conditions may be acknowledged 
if done in such a way as^ not to indicate that the patient is 
being treated for drug or alcohol abuse. 

* * * 



DISCUSSION 

The prohibition of unauthorized disclosure applies to an individual, program, 
or State or Federal entity, even if the person, agency, or entity seeking the 
disclosure: 
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Already has the information in its possession and records; 

Had other means of obtaining the information sought; 

Has obtained a subpoena (as will be discussed in Rule 2.61, a sub- 
poena cannot and does not compel disclosure of the information 
sought. Individuals anc^* programs must resist such a subpoena 
unless it is accompanied by a court order on disclosure of the 
record or is otherwise authorized); or 

Asserts other justification or official status for disclosure of the 
information. Such efforts at disclosure should be resisted unless 
such request is authorized by the Federal regulations, there is 
written consent from the client involved, or there is an appropriate 
court order from a court of competent jurisdiction. 

Finally, individuals and programs must be careful how they respond to inquir- 
ies about patients in their programs. A negative response might disclose 
sufficient patient-identifying information to violate the confidentiality of the 
alcohol and drug abuse patients. 

Points to Remember 

• Redisclosure of any information on patients of alcohol and drug 
abuse programs is prohibited unless specifically authorized by- the 
regulations. It is necessary to resist disclosure of patient- 
identifying information at any civil, criminal, legislative, or admin- 
istrative proceeding conducted by a local. State, or Federal author- 
ity. 

The information covered by the regulations includes every and any 
thing that will identify the client as a participant in your program, 
including but not limited to social security number, name, address, 
physical whereabouts or status as patients, and absence or atten- 
dance information (see Rule 2.13(c)). 

• Rule 2.13(d), dealing with crimes that are committed on the pro- 
gram premises or against program personnel, is very important to 
staff and directors of alcohol and drug abuse programs. Often 
staff are threatened or 6ven physically attacked, and patients might 
be involved in crimes on the premises of programs. The programs 
can respond to the crimes on the premises or against program per- 
sonnel by reporting them to law enforcement authorities. However, 
it is important that in so doing the program does not disclose that 
the individual is a patient. In reality, it is difficult to report a 
crime in which a patient is involved without implying or inadver- 
tently disclosing that the individual is a patient. Therefore, staff 
and programs should secure a court order under subpart E of the 
Federal regulations on confidentiality of alcohol and .drug abuse 
patient records. 

• Implicit and negative disclosures are prohibited in Rule 2.13(e). 
Thus, it is advisable for staff to be very careful in responding to 
verbal requests for information concerning a patient, even when 
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people indicate they are* spouses, children, or parents of the 
patient. The Information that is given might result in disclosure of 
Information prohibited under the regulations. For example, the 
phone rings: "Is John Doe there?" The response, "Yes, he is," 
would be a violation if it clearly' implies patient status for that per- 
son, since Rule 2.13(c) states that patient-identifying mformation 
includes the whereabouts, attendance, and absence of the patient. 
Staff education on this and other parts of the regulations is critical 
to limit potential violations. 

• Inpatients and residents in alcohol and drug abuse prog^ams^ pose 
special problems because of the visitors and phone calls that are 
likely to come for them. It is advisable that programs secure the 
prior written consent 'of the client consistent with Rules 2.31 and 
2.36 of the Federal regulations, before releasing any information to 
callers or admitting visitors. The experience of the ^uthor sug- 
gests that programs should obtain the written consent of the patient 
at the time of admission, and that it should be updated periodically. 
Hospital staffs will have to be particularly conscientious and inno- 
vative In estabUshing procedures to^ eosur^ confidentiaHty, espe- 
cially where there Is not a special ward for the treatment of alcohol 
and drug abuse patients that has well-established procedures on 
this subject. 




§2.14: PENALTY FOR VIOLATIONS 



RULE 

(it) Penalty provided bu law . Any person who violates any provi^ 
sion of the authorizing legislation or any provision of this part 
shall be fined not more than $500 in the case of a^first offense, 
and not more than $5,000 in the case of-^each subsequent, offense. 

(b) Application to subsequent offenses . Where a defendant has 
committed one offense under either section authorizing this part 
or any provision of this part authorized by that section, any 
offense thereafter committed under the'^ame section or any provi^ 
sion of this part authorized under that section shall be treated 
as a subsequent offense. 

* * * 



DISCUSSION ' ^ f . ^ 

Any Individual who violates the Federal confidentiality regulations will have 
committed a criminal violation in the form of a misdemeanor. Thus, the indi- 
vidual is liable for a fine but not a jail sentence, since the regulations spe- 
cifically limit punishment for violations to a fine for the first and subsequent 
offenses. 
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One of the things to bear in mind is that, although this is a crrminal statute, 
and any violation will result in a criminal sanction, the violation of an indi- 
vidual's con^identialit/ could expose the individual to a civil suit for damages 
by the person so affected. 

Points to Remember 

e Drug -abuse and alcohol abuse ,are covered by separate statutes. 

e Penalty for violation of any regulation in this statute is not more 
than $500 for the first offense and not more than $5,000^ for each 
subsequent' offense. 

e A subsequent offense need not be identical to the first o1ff<Rse. 

e This is a criminal statute, even though no jail term may be 
imposed . 

y 

e If ,the first offense is a violation of the alcohol statute, then the 
second violation of the alcohol statute will be a subsequent offense; 
but a violation of the drug abuse statute would.be a first offense 
under the drug abuse, statute. 



§2.15: MINOR PATIENTS 



RULE 



(a) Definition of minor . Zhe term "minor" means a person who 
has not attaizted the age of 18 years or, in a Stltte where a dif^ 
ferent age is expressly provided by State law as the age at which 
person ceases to be a minor, the age prescribed by the law of 
shch State. 




(b) \ Consent to disclosure in general . Except as provided ii 
jpangraph (c), where consent is rentired fo^r any disclosure under 
this, part, such consent in the case of a minor iSust b6 given by 
both jtAe minor and his parent^ guardian, 6r .other person author^ 
ized under State law to act in bis behalf, but any disclosure 
made after the patient has ceased to b e a minor may be consented 
to^only by the patient. ^ 

• \ ^ * i 

(c) BxLle when State law authorizes treatment without paren^ 
tal consent K Whenever a patient, acting alone, has the legal 
capacity undeZy the applicable state law to apply for and obtain 
such c^iagnosis, counselling, administration^ of medication, or 
other servifw as actually are tr were^ provided to him by the 
program with^espect to which he is or w^as a patient, any consent 
required for disclosure under this part may be given only by the 
patient, notwithstanding the fact that the- patient may be a 
minor. 
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(d) Initial contacts . When a minor applies for services under 
circumstances other than those described in paragraph (c) of this 
section, the fact ^ of such application may not be disclosed, 
except as an incident to a communication authorized under para'- 
graph if) of this section, without consent of the applicant, to 
the applicant' s parent, guardian, or other person authorized 
under State law to .act on behalf of the applicant. When such an 
applicant refuses cons^np, it must be explained to the applicant 
that, while he or she has the right (subject to the provmions of 
paragraph (f) of this section) to withhold such consent, the ser^ 
vices applied for cannot be provided without it. 

(e) C ollection or attemj:ted collection of payment for services . 
Where State law authorizes the furnishing of services to a minor 
without the consent of Xhe minor's parent or guardian, no inquiry 
may be made of the parent's 6r guardian' s financial responsibil^ 
ity, and no bill, statement, request for payment, or any other 
coaminication in respect of such services may be transmitted 
directly or indirectly to such parent or guardian, without the 
express written consent of the patient. Such consent may not be 
made a condition of the furnishing of sez^/ices except in the case 
of program which is not required by law, and does not in fact 
hold itself out as willing, to furnish services irrespective of 
ability to pay. 

(f) Applicant lacking capacity for rational choice . When, in 
the judgment of a program director a minor applicant for ser^ 
vices, because of extreme youth or mental or physical condition, 
lacks the capacity to make a rational decision on whether to con^ 
sent to the notification of a parent or guardian, and the situa^ 
tion of the applicant poses a substantial threat to the life or 
physical well-being of the applicant or any other individual, and 
such threat might be reduced by communicating the relevant facts 
to a parent or guardian of the applicant, such facts mag be so 
communicittid by the program director or by program personnel 
authotiz ' Dy the director to do so. 

' ' ' * * * 



DISCUSSION 


Treatment programs continue to admit minors for alcohol and drug abuse 
problems. It is necessary to understand that Rule 2.15 of the Federal regu- 
lations ^provides that the definition of a minor and that the rules and regula- 
Mons for the treatment of minors for alcohol and drug abuse problems will be 
promuFgatad by the individual State. Each State can pass laws and institute 
regulations on the treatment of minors for ulcohol and drug abuse problems 
that allow minor patients to receive drug and alcohol services without the 
consent of parent or guardian. 

vyhere your particular State law permits a minor patient to receive services 
without the consent of parent or (guardian, the program Is prohibited from 
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disclosing the presence of the minor to the parent without the minor's con- 
sent. AdditionaJly, without such consent; the program is prohibited in Rule 
2.15(e) from collecting or attempting to collect the cost of services from par- 
ents of the minor p 

Programs should follow the requirements of Rule 2.15(f) for those minor 
patients lacking capacity for rational choice due to intoxication ; substance 
abuse, or any other cause, whether it be for mental or physical condition or 
extreme youth. The program director may notify the parent or guardian and 
communicate such information nothwithstanding any State laws allowing a minor 
to receive treatment for alcohol and drug abuse problems withou the consent 
of parent or guardian. 

Points to Remember 

e In the usual case, treatment of minor patients for alcohol or drug 
addiction requires that the parent of the patient consent to such 
treatment. However, this requirement has been changed by indi- 
viduai State laws that allow minors to receive either drug or alcohol 
treatment, or both forms of treatment services, without parental 
consent. 

e All individuals and program^ should contact their State authorities 
for alcohol and drug abuse to obtain clarification on the State laws 
and regulations pertaining to conn^entiality of alcohol and drug 
abuse patient records. 

In the usual case, treatment of mll^r patients for alcohol or 
drug addiction requires consent froTQ both the patient and 
guardian. 

Exceptions to this rule occjr when State raw authorizes treat- 
ment for minors without parental consent. 

- A minor's application usually cannot be communicated by a 
program to his or her parents without consent of the minor. 

Where State law authorizes the furnishing of services to a 
minor without the consent of the minor's parent or guardian, 
no inquiry may be made of the parent or guardian \)f the 
patient's financial responsibility, and no bill, statement, 
request for payment, or any other communication in respecVof 
such services may be transmitted directly or indirectly to sue 
parent or guardian without the express, written consent of the^ 
minor patient. Such express, written consent may not be 
made a condition of the furnishing of services except in the 
case of a program that is not required by law and does not in 
fact publicize itself as willing to furnish services irrespective 
of ability to pay. 
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Ex^rciM I: Development df« Qualified Service Organization Agreement, Rule 2.11 



Problem 



Product 



Directions 



You are contracting wHh a medical laboratory to provide urin- 
alysis for your substance"^use program. How will you ensure 
that the laboratory complie^swith 42 C.F.R. Part 2 regarding 
the confidentiality, of drug and^^9Jcohol patient records? 

A completed qualified service agY^ement form, printed an 
newsprint. 

1. Meet in your assigned -§mall group. ''iTj^ order to enhance 
the group's work, choose an individual fpr each of these 

. Toles: 'x^ 

N 

Timekeeper: requires a^^ .ess to a watch or '^lock anc^ 
willingness to keep group info^rfijed of 
remaining time. '\ 

> 

Recorder: requires legible handwriting and ^willing\ 

ness to put group's produce on newsprint. \ 

Spokesperson: requires ability to present or clarify 
group's work to the rest of the course 
participants. 

2. As a group, develop a qualified service agreement. Be 
sure to complete the form according to the items dis- 
cussed during training thus far and the information pro- 
vided in the problem statement above. 



Timekeeper: 
Recorder: 



Allow 15 minutes to complete the task. 

Print the group's qualified service agree- 
ment form on ne^vsprint. 



Spokesperson: Bring newsprint back to main meeting 
area; display; be prepared to present/ 
clarify work. You will have approximately 
3-4 minutes to present. 

Trainees are urged to seek help, if needed, from the training staff. 
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Qualified Service Organization Agreement 



Whereas the 



Name of Service Organization 



Type of Service Provided by Organization of Program 



and where the 



Name of Service Organization 



Specify Information 

In order to provide its services to the program; and whfereas the disclosure of 
this information is governed by the Federal regulations On the confidentiality 
of alcohol and drug abuse patient records 42 C.F.R. Part 2. Therefore the 




provides 



to the 



Name of Program 



needs the following information 



and the 



Name of Service Organization Name of Program 
fied service organization agreement whereby the 



entered into a quali- 



Name of Service Organization 

♦Acknowledges that in receiving, storing, or otherwise dealing with any 
information from the program about the patients in the program that is 
fully bound by the requirements of ^2 C F.R. Part 2 and "any relevant 
state laws." 

Agrees that it will ^^stitute dppropriatp procedures for safeguarding such 
information, particularly patierit-*identifying information; and 

Agrees that it will resist in judicial proceedings any efforts to obtain 
access to any information pertaining to patients otherwise than expressly 
>rovided for in 42 C.F.R. Part 2 and any relevant State laws. 

Trte ( Service Organization ) RECOGNIZES THAT ANY UNAUTHORIZED 
DISCLOSURE OF PATIENT INFORMATION IS A FEDERAL CRIMINAL 
OFFEWSE PUNISHABLE BY A FINE OF NOT MORE THAN $500.00 IN THE 
CASE OF A FIRST OFFENSE AND NOT MORE THAN $5,000.00 IN THE 
CASE 0F\£ACH subsequent OFFENSE. 




Executed this 



day of 



19 



Signature of Service Organization Representative 



Signature of >^uthorized Program Representative 



\ 



\ 



c 
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Exercise II: Parent Requesting Confidential Information on Minors, 

Rule 2.15 



Problem On November 1, 1977, a client came to the Swing Outpatient 

Methadone Clinic and requested that she be enrolled in the 
program. The client is 16 years old and lives with her par- 
ents. During the interview, the mother of the patient tele- 
phoned and asked the receptionist whether her daughter had 
enrolled in the program. The program staff is uncertain about 
the correct procedure to follow. 



Products 1. A list of the confidentiality issues 

study. 



involved in this case 



2. A list of critical information about the treatment program 
and the confidentiality of its patient records policies that 
should be given to new patients. (Newsprint B) 

3. A group decision written as a statement that says either 
"The program SHOULD release ( what ) information to the 
parent," or **The program SHOULD NOT release ( what ) 
information to the parent." (Newsprint C) 

4. A list of the procedures the clinic should implement to 
protect the confidentiality of the patient's records. 
(Newsprint D) 



Directions 



Meet in your assigned small group, 
recorder, and spokesperson. 



Choose a timekeeper. 



Timekeeper: 



Recorder: 



Allow 
task. 



15 minutes to complete the entire 



If desired, allocate a specific num- 
ber of minutes for each product. 



Prepare newsprint labeled "A, " "B, 
and "D" for each product. Print 
group's work on eath. 



the 



Spokesperson: Be prepared to present/clarify work. 

Bring newsprint back to main^ meeting 
cirea; display. You will have approxi- 
mately 5 minutes to present. 

As a group, develop a list of the confidentiality issues 
that are involved in this case study. (Be careful not to 
spend too much time on this task.) Put the list on 
Newsprint A. 

On Newsprint B, make a list of items that responds to 
this question: 

As a staff person, what kinds of informaiion about the 
program and the way it handles the confidentiality of 
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patient records (should be given to a new patient to pro- 
tect the confidef\tiality of the patient's records? 

4. Discuss and them decide as a group whether the program 
should or shoula not release any information to the par- 
ent. On Newsjirint C, write your conclusion regarding 
this decision. 

5. List the procedures that you think the clinic should 
implement to protect the confidentiality of the patient^s 
records. Post this list on Newsprint D. 

Trainees are urged to seek help, when needed, from the training staff. 
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Exercise II: Parent Requesting Confidential Information on Minors. 

Rule 2.15 



Participant Notes 

A. CONFIDENTIALITY ISSUES INVOLVED 



B. CRITICAL INFORMATION TO BE GIVEN NEW PATIENTS 



C. DECISION: SHOULD ANY INFORMATION BE RELEASED TO THE 
MOTHER? 



D. PROCEDURES THE CLINIC SHOULD IMPLEMENT 
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Session 4 
State Laws-- Rule Z23 

§2.23 Relationship to State Laws 

Learning Objectives 

At the end of this session the participant should be able to: 

m Understand Federal Rule 2.23 as it relates to the preemption and 
conflict of State and Federal laws. 

• Identify areas where the State law is consistent as well as those 
where it is in conflict with the Federal law. 



§2.23: RELATIONSHIP TO STATE LAWS 



RULE 

The enactment of the provisions of law authorizing this part was 
not intended^^ to preempt the field of law covered thereby to the 
exclusion of\State laws not in conflict therewith. If a disclo^ 
sure permitted under the provisions of this part, or under a 
court order J;^is sued pursuant thereto, is prohibited under State 
law, nothing ita^ this part or in the provisions of law authorizing 
this part mag be constz^ed to authorize ang violation of such 
State law. No State law, however, mag either authorize or compel 
ang disclosure prohibited by this part. 



DISCUSSION 

Implicit in Rule 2.23 is the message that treatment programs must^pjnpLy^wrth 
existing State laws notwithstanding Title^ 42 JCL^,R^-Partr2r oh "confidentiality. 
This means^ that_pcogpams^ tnust foTTow State law requirements for reporting: 

1. Child abuse, even if the individual involved is a patient in the 
program. 

2. Crimes committed in violation of any criminal laws of the State. 
Where crimes are committed on the premises of the program or 
against program personnel, it is essential to follow the procedures 
for reporting crimes as outlined in Federal Rule 2.13(d). 



3. Conditions specified in State law pertaining to health care; e.g., 
reporting of venereal disease. 
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Points to Remember 



• Compliance is also required in other areas such as State laws per- 
taining to the treatment of minor patients. See Rule 2.15. 

• State laws regulate the disposition of discontinued program records. 
The silence of Feieral Rule 2.21 as to the specific number of years 
for retention of alcohol and drug abuse potient records allows the 
State to promulgate its own guidelines. 

• Federal law has been held to preempt State law where the State law 
and regulation prchibiC the Department of Health, Education, and 
Welfare's (QHEW) National Institute on Drug Abuse (NIDA), from 
reviewing and inspecting records of drug abuse patients. In m 
recent conflict, it was held that Article VI, Clause 2 of the United 
States Constitution requires disclosure of patient records for the 
limited purpose of an audit. 

• Consistent with the Supremacy Clause of the United States Consti- 
tution, Article VI, Clause 2, when State law and the confmentiality 
regulations ar^ in conflict, the confidentiality regulations supersede 
the applicable State law. 42 C.F.R. §2.23 does not limit this 
supremacy of Federal law. Rather, it states that enactment of the 
provisfons of law authorizing this part was not intended to preempt 
the field of law covered thereby to the exclusion of State laws not 
in conflict therewith . (Emphasis added.) 

Futhermore, the section adds that if a disclosure pet*mitted under 
the provisions of this part , or under court order issued pursuant 
thereto, is prohibited , under State law , nothing in this part or in 
the provisions of law authorizing* this part may be construed to 
authorize any violation of such State law. (Emphasis added.) What 
this language means, in essence, is that, while the confldentfaKty 
regulations permit disclosures, they do not- JUiqtrire ^sclosures and, 
thus, if a disclosure is- prol>ffatted by the regulations , no State law 
rnay_ either ^athofize^ or compel the disclosure. This result is con- 
sistent with the supremacy of the regulations over State law when 
the two are in conflict. 
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Sessions 

General Provisions 
Rules 216-2.24 




Sessions 
General Provisions— Rules 2.16-2.24 

§2.16 Incompetent and Deceased Patients 

§2.17 Security Precautions 

§2.18 Extent of Disclosure 

§2.19 Undercover Agents and Informants 

§2.20 Identification Cards 

§2.21 Disposition of Discontinued Program Records 

§2.22 Former Employees and Others 

§2.24 R<siationship to Section 303(a} of Public 

Health Service Act and Section 502(c) of . 

Controlled Substances Act 

Learning Objectives 

By the end of this session, the participant should be able to: 

' e Understand the application of the Federal rules on confidentiality to 
deceased patients (Rule 2.16 (b)(2)). 

• Develop the specific steps that must be taken to ensure security of' 
patient records (Rule 2.17). 

e Comprehend measures to be taken to limit disclosure of information 
to the actual need for said disclosure (Rule 2.18). 

e Devise guidelines to allow undercover agents and informants to be 
enrolled for treatment and .to understand the distinction between 
Rule 2.19 and Rule 2.67, which perij|its the court to issue an order 
^ placing an undercover agent/informant In a program without the 
program's knowledge or conserrt. 

e Develop appropriate guidelines for the identification of patients 
while they are enrolled in the program (Rule 2.20).. 

e Understand the Federal and State requirements for retention of rec- 
ords of substance abuse programs (Rule 2.21). 

, e Implement the minimum requirements for ensuring that former 
employees anid others who have had access to patient records main- 
tain the confidentiality of these n^cords even after termination of 
their relationship with the program (Rule 2.22). 

e Understand the relationship of the Federal preemption issue as it 
relates to Federal and State laws. 

e Understand the overlapping relationship between 42 C.F.R. Part 2 
and Rule 303(a) of the Public Health Service Act and Rule 502(c) of 
the Controlled Substances Act. 
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S2.16: INCOMPETENT AND DECEASED PATIENTS 



RULE / • 

(a) Incompetent patients other tian minors . Where consent is 
required tor any disclosure unde^ this part, such consent in the 
case of a patient ^o has been adjudicated as lacking the capa^^ 
city, tor any reason other than insufficient age, to manage his 
or jxer own affairs may be given by the guardian, or other person 
authorised vnder State law to act in the patient's behalf. 

(b) Deceased patients . 

(1) In general . Except as provided in paragraph (b)(2) of this 
section, where consent is required for any disciosure of this 
part, such consent in the case of records of ^a deceetsed patient 
mey be given by an executor, administrator, or .otAer personal 
representative. If there is no appointment of a personal repre'^ 
sentative, such consent may be given by the patient's spou^, or 
if none, by any responsible member of the patient' s family. 

(2) Vital statistics . In the case of a deceased patient, dis-^ 
closures required ytnder Federal or State laws involving t&e gol^ 
lection of death and other vital statistics may be made without 
consent. 

♦ ♦ 9|t 



DISCUSSION 

The Federal ^ regulations permit disclosure of information pertaining to an 
incompetent patient (a person adjudicated by a court as lacking the capacity 
to manage his or her own affairs), by a guardian or an^ individual duly 
authorized under existing State laws to act on the. patient's behalf, including 
the giving of written consent for the release of the patient information. The 
written consent given by such guardiah' or duly authorized person should 
conform to othe requirement for the release of patient information under Rule 
2.31 of the Federal regulations. 

Points to Remember ? 

• The right to confidentiality of records of an alcohol or drug abuse 
patient continues even after the patient has.' died. Release of 
information pertaining to a deceased patient is prohibited without 
the prior written consent of an executor, administrator, spouse, or 
other personal representative of the patient. 

• Consent for the release of records of an incompetent person may be 
{jjiven by the patient's legal guardian or other persons authorized 
under State taw to act on th^ patient's behalf. / 
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Programs may release information on a deceased patient with 
written consent of an executor, administrator, or other personal 
representative or, if there is no personal representative, with the 
consent of the deceased's spouse or, if there is none, a responsible 
family member. 



§2.17: SECURITY PRECAUTIONS 

RULE , 

— ^ 

(^) Precautions reguired . Appropriate precautions must be taken 
for the security of records to which this part applies. Records 
containing any information pertaining to patients shall be kept 
in a secure room, or in a locked file cabinet, safe, or other 
similar container, when not in use. 

(b) Policies and procedures . Depending upon the type and size 
of the program, appropriate policies and procedures should be 
instituted for the further security of records. For example, 
except where this function is personally performed by the program 
dtirector, a single member of the program staff should be design 
nated to process inquiries and requests for patient information, 
and a written procedure should be in effect regulating and con^ 
trolling access by those members of the "staff whose responsibili- 
ties require such access, and providing for accountability. 



DISCUSSION 

It should be noted that the Federal regulations place an affirmative duty on 
the directors of programs to ensure that records pertaining to an alcohol and 
drug abuse patient are stored in a secure manner. Rule 2.17(a), Precautions 
Required, states that records containing any information pertaining to 
patients shall be kept in a locked file cabinet, safe, or similar container, 
when not in use. The program director is obliged to make sure records are 
not left on top of desks and patient information is stored in a secure room or 
container when this record is not being used. 

Rule 2.17(b), Policies and Procedures, provides the program with flexibility 
^for designing and preparing policies and procedures for the security of rec- 
ords specifically riBlevant to the type of treatment modality, the program size, 
and other necessary program characteristics; e.g., a treatment program in a 
prison. 

Points to Remember 

• Appropriate precautions should be taken at all times for the secur- 
ity of patient records. 
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• Definite policies and procedures should be developed and maintainec' 
to ensure security of patient records. 

• Access to patient records in a drug and alcohol program should be 
limited to those individual staff members who have a need for the 
mformation contained in said records. 



§2.18: EXTENT OF DISCLOSURE 



RULE 

Any disclosure made under this part, whether with or without the 
patient's consent, shall be limited to information necessary in 
the light of the need or purpose for the disclosure, 

♦ * 



Points to Remember 

• As a general rule, only the information that is reouired to fulfill 
the expressed purpose or specific need should be disclosed--with or 
without the patient's consent. 

9 If a program considers it to be in the best interest of a client to 
limit or not disclose information requested pursuant to a valid con- 
sent of the patient/ the program may refuse to disclose the Informa- 
tion. However, the program should note that a court order could 
compel disclosure of the information withheld by the program. 



§2.19: UNDERCOVER AGENTS AND INFORMANTS 



RULE 

(a) Definitions , As used in this section, §2,19^1, ^2.67 and 
S2.67-1,'- 

(1) The term ^'undercover agenV means a member of any Federal, 
State, or local l^w enforcement or investigative agencr; v/jose 
identity as sucn is concealed from either the patients or person^ 
nel of a program in which he enrolls or attempts to enrcll. 

(2) The term "iniormant" means a person who, at the request of a 
Federal, State, or local law enforcement or investigative agency 
or officer, carries on observation of one or more persons 
enrolled in or employed by a program in which he is enrolled or 
employed, for the purpose of reporting to such agency or officer 



54 

ERLC 



information concerning such persons which he obtains as a result 
of such observation subsequent to such request. 

(b) General prohibition . Except as otherwise provided in para^ 
graph Tel ot this section, or as specifically authorized by a 
court order granted under S2. 67, — 

(1) No undercover agent or informant may be employed by or 
enrolled in any alcohol or drug abuse treatment program; 

(2) No supervisor or other person having authority over an 
undercover agent may knowingly permit such agent to be or remain 
employed by or enrolled in any such program; and 

(3) No law enforcement or investigative officer may recruit or 
retain an informant with respect to such a program. 

(c) Exceptions . The enrollment of a law enforcement officer in 
a treatment program shall not be deemd a violation of this sec^ 
tion if (1) such enrollment is solely for the purpose of enabling 
the officer to obtain treatment for his own abuse of alcohol or 
drugs, and (2) his status as a law enforcement officer is known 
to the program director. 



DISCUSSION 

The Federal regulations and Rule 2.19 do not prohibit an undercover agent, 
pol.ceman, or other law enforcement agent from enrolling in an alcohol or 
drug abuse treatment program for the sole purpose of receiving treatment for 
his or her own abuse of alcohol or drugs provided that his or her status as a 
Idw enforcement officer is made known to the program director at the time of 
admission for such treatment. Failure of the law enforcement individual to 
"eport such status will result in a violation of the Federal Regulations on 
Confidentiality of Alcohol and Drug Abuse Patient Records, 42 C.F.R. Part 2. 

Points to Remember 

• Undercover agents and informants are prohibited from being 
employed or enrolled as patients in a substance abuse program. 

• No person in authority may permit employment or enrollment of 
unde. cover agents or informants in a drug or alcohol treatment pro- 
gram. 

• Exceptions to the above rules exist where an undercover agent or 
law enforcement agent is enrolled solely to receive treatment and his 
or her status as an agent or officer is known to the program or an 
authorizing court order is Qbtained under Rule 2.67. 




§2,20: IDENTIFICATION CARDS 



(a) Required \use prohibited . No program may require or request 
any patient td\ carry in his or her possession, while away from 
the program premises, an identification card or other form of 
identification which is issued by the program or which would tend 
to identify the bearer as a participant in it or any similar pro^ 
gram. 

(b) Conditions of vohmtazy use . Nothing in this section pro" 
hibits a program from h^uing an identification card to a patient 
if the patient's counsellor or other authorized member of the 
program staff has explaihed to the patient t/jat acceptance and 
use of the card is entirely, voluntary and that neither an initial 
rejection nor a subsequent discontinuation of its use will in any 
way prejudice his or her rec^S(rd or standing in the program. In 
the case of any patient to whokan identification card or similar 
device was issued prior to the effective date of this section, or 
subsequent thereto in violation\f this section, a counsellor or 
other authorized member 0f the program staff shall explain to the 
patient his right to turn it in without prejudice at any time. 

(c) On^premises exemption . Nothing\n this section prohibits a 
program from maintaining and using on\its premises cards, photo^ 
graphs, tickets, or other devices, or\ising passwords or other 
information, to assure positive identifiis^tion of patients, cor^ 
rect recording of attendance or medication, or for other proper 
purposes, as long as no pressure is brought on any patient to 
carry any such device when away from the program premises. 



DISCUSSION 



No drug treatment patient may be required to carry identificatK^n as a member 
of a program while the patient is off the premises. 

If a patient has been issued an identification card prior to AugQst 1, 1975, 
the patient must be told by the program that he or she has the rigt^t to turn 
in the card at any time. 



A program is not prohibited from issuing an identification card to a 
if: 



client 



1. The patient's counselor has explained that use of the identification 
card is completely voluntary. 

2. Refusal to use identification card will not damage the patient's rec 
ord or status in the program. 
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Points to Remember \ 

• Programs may not require that patients carry program identification 
cards when they are off the program premises. \ 

All patients may be required to carry identificatiof^ cards while on 
the premises of the program to ensure positive identification of the 
patient. The program procedures should include retrieval of these 
identification cards before the patient leaves the prog>fim premises. 

The prohibition against identification cards does not prevent a pro- 
gram from issuing an Identification card to a patient providing the 
following steps are followed: 

1. There is adequate proof of voluntary use of the identification 
card by the patient. The program staff will have to explain to 
the patient that its use is voluntary and there are advantages 
and disadvantages of its use off the premises, 

2. The program must explain to the patient that he or she is not 
required to carry such identification off the premises and that 
the practice of using such a card could be discontinued at any 
time by the patient. 

3. It is practical and desirable for the staff to secure written 
consent of the patient for the voluntary use of the identifica- 
tion off the premises. 



§2.21: DISPOSITION OF DISCONTINUED PROGRAM RECORDS 



RULE 

(ct) General rule . When a program discontinues operations or is 
taken over or acquired by another program, its records to which 
this part applies with respect to any patient may, with the writ^ 
ten consent of that patient, be turned over to the acquiring 
program or, if none, to any other program specified in the 
patient's consent. Except as otherwise provided in this section, 
any records to which this part applies, but for the transfer of 
which patient consent is not obtained, shall be either completely 
purged of patient identifying information, or destroyed. If any 
effort to obtain consent for transfer is made, it shall be by 
means which minimize the likelihood of accidental or incidental 
disclosure to any third party of the patient's identity as such. 

(b) Retention period . Where records are required by law to be 
kept for a specified peri od, and such peri od does no t expire 
until after the discontinuation or acquisition of the program, 
and patient consent for their transfer is not obtained, such rec- 
ords shall be sealed in envelopes or other containers marked or 
labelled as follows: "Records of (insert name of program) 
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required to be maintained pursuant to (insert citation to law or 
regulation requiring that records be kept) until a date not later 
than December 31, (insert appropriate gear).'' The same procedure 
mag be followed when it is determined to retain records for the 
period of ang applicable statute of limitations. 

(c) Custodial retention . Records marked and sealed in accor^ 
dance with paragraph (b) of this section mag be held bg ang law^ 
ful custodian, but mag be disclosed bg such custodian onlg under 
such circumstances and to such extent as would be permissible for 
the program in which theg originated. As soon as practicable 
after the date specified on the label or legend required to be 
affixed pursuant to paragraph (b) of this section, the custodian 
shall destrog the records. In the case of ang program terminated 
bg reason of bankruptcg, the expense of compliance with this 
paragraph shall be an expense of administration of the bankrupt 
estate. 

* * 



DISCUSSION 

Termination of programs is of concern to many because funding patterns and 
priorities of funding sources change. The availability of funds for alcohol 
and drug abuse treatment and services continues to be scarce, resulting in 
the termination of many programs throughout the country. As these pro- 
grams end, special atte tion must be given to compliance with Rule 2,21, 
which requires that when ' program is taken over or discontinued or acquired 
by another program, its records may be turned over with the written consent 
of the patient(s) to the program or such program as the patient may specify. 

Points to Remember 

• In the event a program is terminated, the program could transfer 
the records to another program providing there is prior written 
consent. 

• Without patient consent, records must be destroyed or cleared of 
patient-ident'fying information or, if records must be kept for a 
period according to law, they may be kept by any lawful custodian 

fbut must be destroyed after the date specified by this section. 

• It is advisable for individuals and programs involved in alcohol and 
drug abuse treatment or functions to seek an opinion from the 
Single State Agency for alcohol and drug abuse about the length of 
the retention period for such records, 

• Those treatment programs such as hospitals that are accredited by 
the Joint Commission on the Accreditation of Hospitals (JCAH) 
should comply with these requirements in addition to the State reg- 
ulations. 



ERIC 



58 5:; 



S2.22: FORMER EMPLOYEES AND OTHERS 



RULF. 

The prohibitions of this part on disclosure of patient records or 
information contained therein apply to all individuals who are 
personne? of treatment programs, researchers, auditors, evalua- 
tors, service organizations, or others having access to such rec- 
ords or information, and continue to apply to such individuals 
with respect to such records or information after the termination 
of their employment or other relationship to activity giving rise 
to such access. 



DISCUSSION 

The Federal regulations require that all former employees, part-time or full- 
time, and volunteers or student interns who have worked in an alcohol or 
drug abuse program refrain from disclosing any patient-identifying information 
even after termination of their employment. This prohibition embodied in Rule 
2.22 should be strictly observed to avoid violations of the Federal regula- 
tions. 

Each alcohol and drug abuse program should incorporate, as part of its per- 
sonnel policies, rules, and procedures to be followed by staff, especially 
those staff who are leaving. 

Points to Remember 

• Programs should establish personnel policies to inform staff of these 
requirements at the time of hiring, auring the course of employ- 
ment, and at the time of termination. 

• The terminating staff members should be advised in writing as well 
as orally that they must comply with the confidentiality regulations 
even after termination of employment with the program. This means 
that the terminated employee cannot disclose to anyone information 
on a patient without the prior written consent of the patient or 
other authorization. 

• Programs should notify both current and terminated employees 
regarding the requirements of Rule 2.22. 
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g.24: RELATIONSHIP TO SECTION 303(a) OF 
PUBLIC HEALTH SERVICE ACT AND SECTION 502(c) OF 



CONTROLLED SUBSTANCES ACT 



RULE 

(a) Research privilege description . In some instances, there 
may be concurrent coverage of a program or activity by the pro^ 
visions of this part and by a regulation or other administrative 
action under section 303(a) of the Public Health Service Act (42 
U.S.C. 242a(a)) or section 502(c) of the Controlled Substances 
Act (21 U.S.C. 872(c)) 



DISCUSSION 

Methadone programs may wish to refer to the methadone regulations of the 
Food and Drug Administration, 21 C.F.R. 291.505(g)(2), for the effect of 42 
U.S.C. 242a(a) on methadone patient records. 
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Ex«rclS0 III: ForiTMr Employe Compliance, Rule 2.22 



Problert) A counselor in an alcohol and drug abuse outpatient clinic 

indicated that he or she will resign at the end of the month. 

As Program Director, you are concerned about* protecting con- 
fidentiality of the oral and written patient information to which 
this staff member has had access. Develop appropriate proce- 
dures to ensure confidentiality. 

Products 1. A form that could be utilized to make sure that former 

employees comply with the confidentiality laws. 

2. A policy and procedure for the implementation of this 
form. 

Directions 1. Meet in your assigned small group. Choose a time- 
keeper, recorder, and spokesperson. 

Timekeeper: Since this is an open-ended evening meet- 
ing task, help the group establish a time 
limit and then complete the work on time. 

Prepare one piece of newsprint showing 
the form. Prepare a separate piece of 
newsprint outlining the policy and proce- 
dure for implementing the form. 

Be prepared to present/clarify your 
group's work. Bring the newsprint to the 
main meeting room; display. You will have 
approximately 10 minutes to present. 



Recorder: 



Spokesperson: 



2. As a group, design the form that you would utilize to 
make sure that former employees comply with the confi- 
dentiality laws. Write this on newsprint. 

3. Develop a policy jand procedure for the implementation of 
this requirement, and, on a separate piece of newsprint, 
outline your work. 

Trainees are urged to seek help, if needed, from the training staff. Remem- 
ber that this is an evening exercise and may require special arrangements for 
assistance. 
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Session 6 

Subpart C 
Disclosures With Pafienf Consent 
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Session 6 

Subpart C— Disclosures With Patient Consent 



§ 2.31 Written Consent Required 
§ 2.32 Prohibition on Redisclosure 

Learning Objectives 

At the completion of this session the participants should be able to: 

• Draw up a valid consent form with all the necessary eight points 
stated in Rule 2.31. 

• Understand how this consent form should be used in the release of 
patient information. 

• Prepare the statement regarding the prohibition against redisclosure 
that is required in Rule 2.32. 



52.31 : WRITTEN CONSENT REQUIRED 



RULE 

(a) Form of consent . Except as otherwise provided, a consent 
for a disclosure under this part must be in writing and must con^ 
tain the following: 

(1) The name of the program which is to make the disclosure. 

(2) The name 'or title of the person or organization to which 
disclosure is to be made 

(3) The name of the patient. 

(4) The purpose or need for the disclosure. 

(5) The extent or nature of information to be disclosed. ^ 

(6) A statement that the consent is subject to revocation at any 
time except to the extent that action has been taken in reliance 
thereon, and a specification of the date, event, or condition 
upon which it will expire without express revocation. 

(7) The date on which the consent is signed. 

(8) The signature of the patient and, when required under § 2. 15, 
the signature of a person authorized to give consent under that 
section; or, when required under S2. 16, the signature of a person 
authorized to sign under that section in lieu of the patient. 
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(b) Duration of consent . Any consent given under this subpart 
shall have a duration no longer than that reasonably necessary to 
effectuate the purpose for which it is given. 

(c) Disclosure prohibited with deficient consent . No program 
may disclose ary info rma t i on on the basis of a consent form — 

(1) which on its face substantially fails to conform to any of 
the requirements set forth in paragraph (a), of this section, or 

(2) which is known, or in the exercise of reasonable care should 
be known, to the responsible personnel of the program to be 
materially false in respect to any item required to be contained 
therein pursuant to paragraph (a) of this section. 

(d) Falsification prohibited . No person may knowingly make, 
sign, or furnish to a program any consent form which is materi- 
ally false with respect to any item required to be contained 
herein pursuant to paragraph (a) of this section. 

* * * 



DISCUSSION 

The basic legal requirement for a valid consent for the release of information 
of an alcohol and drug abuse patient's records are detailed in Rule 2.31. The 
regulations require that a valid consent form include eight specific points: 

1. The name of the program which is to make the disclosure 

2. The name or title of the person or organization to which disclosure 
is to be made 

3. The patient's name 

4. The basic purpose or need for disclosure of the information 

5. The extent or nature and kind of information tc be disclosed 

6. A statement that the consent is subject to revocation at any time 
except to the extent that action has been taken in reliance thereon, 
and a specification of the exact date, an event, or the exact condi* 
tion upon which the consent will expire without express revocation 

7. The date when consent is signed by the patient, and 

8. The signature of the patient and, when required under Rule 2.15, 
the signature of a person authorized to give consent under that 
rule; or when such signature is required under Rule 2.16, the sig-* 
nature of an authorized person is permissible in lieu of the patient. 

The reader is advised to follow thesk. Federal ^requirements. A program or 
individual is not required to design a jorm in the numerical order given in 



65 



Chart V 

Eight R»qult»m«nts tor Valid ConMnt Form (Rulo 2.31) 



^0 



'11 
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Rule 2.31; however, any release of information form should conclude with item 
1 , the date, and item 8, the signature of the patient; or authorized individual 
in lieu of the patient, in that order. 

Programs are advised that there is no 30-day or 60*day duration of consent 
for the release of information. Any duration of consent is related to the 
expiration of the purpose or the date specified; the occurrence of an event, 
or condition of said release. 

Programs should check each release of information form to ensure that all 
comply with the eight requirements of Rule 2.31. If a program releases infor- 
mation pursuant to a consent form that is missing any one or more of these 
eight requirements, such release violates the Federal regulations and exposes 
the program to potential liabilities under the regulations. It is essential that 
requests from other programs and individuals pursuant to a signed release 
form be checked carefully and, if any of the eight points is missing, this 
deficient consent form should be returned to the individual or program with a 
statement nuting the exact areas of deficiency. At this point, it might be 
better to forward your own consent form. 

Finally, if any staff person or program has knowledge that information con- 
tained in a consent form is false, the consent form should not be honored and 
no information should be released. Conversely, Rule 2.31(d) of the Federal 
regulations prohibits any individual from knowingly making, Signing, or fur- 
nishing to a program any consent form which is materially false with respect 
to any item. This prohibition applies even to clients who sign consent forms 
which contain false information. 

Points to Remember 

• It is Important to nr.?ke sure that all eight requirements are fulfilled 
before any information is released. No additional requirements and 
information may be substituted for any of the eight requirements. 

• The Federal regulations do not require a signature witness to the 
consent forjn. This additional item often appears on consent forms, 
and programs may or may not include it. 

• The Federal regulations do not specify any particular period of con- 
sent such as 30 or 60 days. The period of consent should end 
when the purpose has been fulfilled. 

• The client should be advised that he or she may revoke his or her 
consent prior to the release of the information pursuant to a valid 
consent form. 

• Programs should pay special attention to the signature verification 
of the patient signing the consent form where the patient is 
enrolled in his or her own program. 

• Programs occasionally include the prohibition against redisclosure as 
In Rule 2.32 in the consent form. This practice may be continued, 
or such prohibition against redisclosure may accompany the informa- 
tion released to the party designated in the consent form. 
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• A sample valid consent form with the eight requirements of the 
Federal re£|utations is provided in this manual. 



§2.32: PROHIBITION ON REDISCLOSU^E 



fromi^cords whose 
Federal regulations 
any further disclo- i 



RULE 

(a) Notice to accompany disclosure . Whenever a written disclo- 
sure IS made under authority of thii^ subpart, except a disclosure 
to a program or other person whose records pertaining to the 
patient are otherwise subject to this part, the disclosure shall 
be accompanied by a written statement substantially as fol^:>ws: 
"This information has been disclosed ^to yopi 
confidentiality is protected by Federal law/^ 
(42 C.F.R. Part 2) prohibit you from making 

sure of it without the specific written comient of the person to 
whom it pertains, or as otherwise permitted^ by such regulations. 
A general authorization for the release of medical or other 
information is NOT sufficient for this purpose." An oral disclo- 
sure may be accompanied or followed by such a notice. 

(b) Consent required for redisclosure . A person who receives 
information from patient^i^cords and has been notified substan- 
tially in accordance with paragraph (a) of this section is pro- 
hibited from making any disclosure of such information except 
with the specific written consent of the person to whom it per- 
^ tains, or as otherwise permitted under this part. 

(c) Restriction on redisclosure . Whenever information ""from 
patient records is needed by any person, such information must be 
obtained directly from the program maintaining such records and 
not from another person to whom disclosure there6f has been made, 
except where the initial disclosure was intentionally etnd 
expressly made for the purpose of redisclosure (as for example in 
the case of an employment agency), or the information is no 
longer available from the program and redisclosure is not prohib- 
ited by any other provision of this part. 



DISCUSSION ^ 

'Any written disclosure under Subpart C should be accompanied by a written 
statement, that indicates the ^prohibition on redisclosure stated in Rule 2.32(a) 
Notice to Accompany Disclosure. 

Therefore, persons who receive information from a patient's records and have 
been notified in accordance with Rule 2.32(a) are prohibited from redisclosing 
this information except with the required prior written consent of the patient. 



Furthermore, whenever there is a need for information on a patient, the per- 
son seekiilg the information must secure it directly from the program and/or 
patient with pr'^r written consent of the patient. The only exception to this 
rule regarding prohibition on redisciosure is where the information has been 
released with the expressed purpose of redisciosure, as in the case of. an 
employment agency or, as in Rule 2.32(c), the inforfPation is no longer avail- 
able from the program and redisciosure is not prohibited by any other provi- 
sions of this part. 

Points to Remember 



• In the usual case, a written notice prohibiting redisclo*^' ^ must 
accompany every written disclosure of information from t Jent's 
record. 

• Redisciosure of legally riisclosed patient information is prohibited 
except with the specific consent of the person to whom the informa- 
tion pertains or as otherwi - permitted under the regulations. 

• The prohibition against redisciosure applies irrespective of whether 
the person seeking disclosu'-e already has the information, enjoys 
official status, has obtained a subpoena, or asserts any other jus- 
tification or basis for che dis':losur6. 

• Individuals and programs making disclosufis of patient-identifying 



information pursuant to Rule 2.32 are advised to develop a state- 
ment that can attached to each release, A rubber stamp with- 
' fhe necessary information may be secured to make^ahv writtjn dis- 
closures. A recommended format is as follows: 

This information has been disclosed to you from records 
whose confidentiality is protected by Federal law. Fed- 
eral regulations (42 C.F.R, Part 2) prohibit you from 
making any further disclosure of it without the specific 
written consent pf the person to whom it pertains, or as 
f otherwise permitted by such regulations. A general 
authorization for the release of medical or other informa- 
tion, is NOT sufficient for this purpose (see Rule 




2.32(a)). 
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Exercise ivi Development of a Consent Form 
for Release of Confidential Information. Rule 2.31 



Problem 



Products 



A student was suspended from all classes pending treatment 
for an apparent drug problem. He enrolled in the drug treat- 
ment program. 

The student completed the necessary treatment, and sought 
readmittance to high school. The principal requested a report 
on his treatment and progress in the program. As a condi- 
tion, he signed a release form and requested that the drug 
treatment program forward the neressary information to the 
principal. 

Develop a consent form and appropriate procedures for 
responding to this request. 

I. Individually developed consent form for release of confi- 
dential information. 



Group-developed consent form for release of confidential 
information. 



Directions 



Meet in your assigned small group, 
recorder, and spokesperson. 



Choose a timekeeper, 



Timekeeper: 



This task is^Pvided into individual and 
group work.^Allow approximately 10 miii- 
utes for the individual work, 5 minutes for 
the exchange of work, and 10 minutes for 
the group development' of the consent 
form: a total of 25 minutes. 



Recorder: 



Spokesperson: 



When the group develops its jointly pre- 
pared consent form, print the form clearly 
on newsprint. 

Be prepared to present/clarify the 
group's work. Bring newsprint to the 
main meeting room; display. You will have 
approximately 5 minutes to present. 

Individually (without discussing or sharing your work 
with any other group member) write up a sample release 
of information form by which information may be released 
to the principal of the high school. Be sure that the 
release conforms to the e^ght points that are required in 
a valid consent form. Use the blank sheet provided fol- 
lowing these iiistructions to design your form. (This 
should require no more than 10 minutes.) 

Upon completion of the individually developed consent 
form, each participant should exchange this form with the 
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person sitting next to him or her and critique one 
another's forms, (Take no more- than 5 minutes for this 
task.) 



4. Now, working as a total group , prepare one consent form 
that diaws upon individual members' work and includes all 
the required items. Put this form on newsprint, (Use 
about 10 minutes for this task,) 

Trainees are urged to seek help, if needed, from the training staff. 



\ 



SAMPLE 

Consent for the Release of Confidential Information 



of 



Name of patient/participant 
authprize 
to 



Patient's address 



to disclose 
the fol- 



Name\of person or organization to which disclosure is to be made 




lowing Information 



lowing reason( 



for the fol- 



Extent or nature of information to be disclosed 



Purpose of need for disclosure 



I understand that /my records are protected under the Federal and specific 
State confidentiality la^s and regulations and cannot be disclosed without my 
written consent unless \otherwise provided for in the regulations. I also 
understand that I may r^oke this consent at any time except to the extent 
that action has bein takerkin reliance on it (e.g., the provision of treatment 
upon consent to disclosure lo third-party payers) and ihat in any event this 
consent expires automatically as described below. 

Specification of the date, event;^r condition upon which this consent expires 



I further acknowledge that the information to be released was fully explained 
to me and this consent is given of my own frefe will. 



Fxecuted this 



day of 



19 



Signature of patient 



Signcjture of parent or guardian (where required) (Ru^*»s\2.15 and 2.16) 



Signature of person authorized to sign in lieu of patient (wherd\required) 

(Rules 2.15 and 2.16) 



Signature of attorney (where required) 
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Session 7 

Rules 2.33-2.40 



Sesskn? 
Rules 2.33-2.40 



§2.33 Diagnosis, Treatment, and Rehabilitation 

§2.34 Prevention of Certain Multiple Enrollments 

§2.35 Legal Counsel for Patient 

§2.36 Patient's Family and Others 

'•^2.37 Third-Party Payers and Funding Sources 

§2.38 Employers and Employment Agencies 

§2.39 Criminal Justice System Referrals 

§2.40 Situations Not Otherwise Provided For 

Learning Objectives 

At the end of this session, participants should be able to: 

• Comprehend the requirements for releasing information on traveling, 
incarcerated, or hospitalized patients on medication (Rule 2,33), 

• Understand the exception i.o releasing information without prior 
written consent as it pertains to disclosure among treatment person- 
nel (Rule 2.33). 

• Develop guidelines and a system for an operational central registry 
(Rule 2.34). 

• Design a consent form that meets the requirements for releasing 
infon.iation to an attorney representing a patient in the program 
(Rule 2.35). 

• Establish guidelines for releasing information to parents, spouses, 
and others (Rule 2.36). 

• Develop appropriate systems for dealing with third-party payers 
(Rule 2.37). 

• Draft guidelines for providing confidential information to potential 
employers and employment agencies interested in hiring patients in 
the program (Rule 2.38). 

• Develop the required forms and procedures for accepting and treat- 
ing patients who are referred by the various entities of the criminal 
justice system (Rule 2.39). 

• Devise guidelines and procedures for handling situations not pro- 
vided for in Subpart C (Rule 2.40). 
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§2.33: DIAGNOSIS. TREATMENT, AND REHABILITATMN 



RULE 



(^) Disclosure authorized . Where consent is given in accordance 
with §2.31, disclosure of information subject to this part may be 
made to medical personnel or to treatment or rehabilitation pro- 
grams where such disclosure is needed in order to better enable 
them to furnish sez-vices to the patient to whom the information 
pertains. 

(i>) Traveling^ incarcerated, or hospitalized patients on medica- 
tion . Where a patient on medication is at a distance from his 
normal residence or treatment program or is incarcezated or hos- 
pitalized, or is otherwise unable to deliver a written consent to 
his treatment program at the time the disclosure is needed, con- 
firmation of the patient's status and information necessary to 
appropriately continue or modify his medication may be given to 
medical personnel in a position to provide services to the 
patient upon the oral representation of such personnel that the 
patient has requested medication and consented to such disclo- 
sure. Any program majcing a disclosure in accordance with this 
paragraph shall make a written memorandum showing the name of the 
patient, or the patient' s case number assigned by the program, 
the date and time the disclosure was made, the information dis- 
closed, and the names of the individuals by whom and to whom it 
was made. 

* « « 



DISCUSSION 

If a patient on medication is away from his treatment program; is incarcer- 
ated; or otherwise unable to deliver a written consent for disclosure when it 
is needed; the program may give attending medical personnel information nec- 
essary to continue or modify his or her medication. However; the medical 
personnel must state that the patient has requested medication and consented 
to the disclosure. Any program that makes a disclosure in accordance with 
this paragraph must make a written memorandum showing: 

• Patient's name (or the case number assigned by the program) 

• Date and time the disclosure was made 

• Information disclosed 

• Name of the person disclosing the information 

• Name of the person to whom it was disclosed. 
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Points to Remember 



When a patient receiving medication is away from his or her usual 
treatment program and needs medication, the treatment program may 
give the necessary information to medical personnel so that they 
may provide assistance to the patient. 

The patient's oral consent must be given to personnel requesting 
disclosure. 

£ 

When such disclosure occurs, a memo including the five points 
listed above must be written. 



§2.34: PREVENTION OF CERTAIN MULTIPLE ENROLLMENTS 



RULE 



(a) Definitions. For the purposes of this section and 55 — 
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(1) The terms ''administer", "controlled substance", "dispense", 
"maintenance treatment", and "detoxification treatment" shall 
respectively have the meanings defined in paragraphs (2), (6), 
(10), (27), and (28) of section 102 of the Controlled Substances 
Act (21 U. S. C. 802). 

(2) The term "program" means a program which offers maintenance 
treatment or detoxification treatment. 

(3) The term "permissible central registry" means a qualified 
service organization which collects or accepts, from two or more 
programs (referred to hereinafter as member programs) all of 
which are located either within a given State or not more than 
125 miles from the nearest point on the border of such State, 
patient identifying information about persons applying for main- 
tenance treatment or detoxification treatment for the purpose of 
enabling the member programs to prevent any individual from being 
concurrently enrolled in more than one such program. 

(b) Use of central registries prohibited except as expressly 
authorized . The furnishing of patient identifying information by 
a program to any central registry which fails to meet the defini- 
tion of a permissible central registry set forth in paragraph 
(a)(3) of this section is prohibited, and the furnishing of 
patient identifying information to or by any central registry 
except as authorized in this section is prohibited. Information 
pertaining to patients held by a central registry may be fur- 
nished or used in accordance with paragraphs (e), (f), and (g) 
for the purpose of preventing multiple enrollments, but may not 
be otherwise furnished or used in connection with any legal, 
administrative, supervisory, or other action with respect to any 
patient. 
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(c) Safeguards and procedures required . To minimize the likeli- 
hood of disclosures of information to impostors or others seeking 
to bring about unauthorized or improper disclosure, any covmuni^ 
cations carried on by programs pursuant to this section must be 
conducted (1) by authorized personnel designated in accordance 
with §2, 17(b), and (2) in conformity with procedures established 
in accordance with that section. 

(d) Disclosures with respect to patients in treatment . A member 
program may supply patient identifying information and informa- 
tion concerning the type of drug used or to be used in treatment 
and the dosage thereof, with relevant dates, to a permissible 
central registry with respect to any patient^^ 

(1) When the patient is accepted for treatment, 

(2) When the type or dosage of the drug is changed, and 

(3) When the treatment is interrupt f^d, resumed, or terminated. 

(e) Disclosures with respect to applications . When any person 
applies to a program for maintenance treatment or detoxification 
treatment, then for tfie purpose of inquiring whether such person 
is currently enrolled in another program for such treatment, the 
program may furnish patient identifying information with respect 
to such person^ ^ 

(1) To any permissible central registry of which the program is 
a member, and 

(2) To any other program which is not more than 200 miles dis- 
tant and which is not a member of any central registry of which 
the inquiring program is a member. 

(f) Program procedure in case of apparent concurrent enrollment , 
when an inquiry pursuant to paragraph (e)(2) is made of another 
treatment program and its response is affirmative, the two pro- 
grams may engage in such further communication as may be neces- 
sary to establish whether an error has been made, and if none, 
the programs should proceed in accordance with sound clinical 
practice and any applicable regulations pertaining to the type of 
trea tmen t i nvo 1 ved. 

(g) Registru procedure in case of apparent concurrent enroll- 
ment . When an inquiry pursuant to paragraph (e)(1) is made of a 
permissible central registry and its response is affirmative, it 
may advise the inquiring program of the name, address, and tele- 
phone number of the other program, or it may advise the other 
program of the identity of the patient and the name, address, and 
telephone number of the inquiring program, or it may do both, and 
in any case the two programs may then communicate as provided in 
paragraph (f) above. 
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(h) Advice to patients . When the policies and procedures of any 
program involve any disclosures pursuant to this section, before 
any patient is accepted for or continued in treatment (other than 
detoxification treatment) after September 30, 1975, written con- 
sent in accordance with S2.31 shall be obtained. Such consent 
shall set forth a current list of the names and addresses either 
of any programs or of any central registries to which such dis- 
closures will be made. Notwithstanding the requirement of §2.31 
(a)(2), such consent shall be effective with respect to any other 
such program thereafter established within 200 miles, or any 
registry serving such programs, and shall so state. Such consent 
shall be effective for as long as the patient remains enrolled in 
the program to which it is given. 

★ ★ * 



DISCUSSION 

After September 30, 1975, if a program wishes to disclose information to a 
central registry or to other programs under this section, the following proce- 
dures apply: 

• Written consent for the disclosure of information must be obtained 
from the patient as a condition of acceptance for, or continuance 
in, the program. 

• The consent form must comply with the eight required points. 

• The patient must be informed of the current lists of names and 
addresses of programs or central registries to which disclosures will 
be made. 

• The consent will be valid so long as the patient remains in the pro- 
gram. 

Points to Remember 

• A treatment program may supply relevant data to the central regis- 
try when: 

A patient is accepted for treatment. 
Type cr dosage of medication is changed. 
Treatment is interrupted, resumed, or terminated. 

• Specific patient-identifying information can be released by a central 
registry to a nonmember program within a 200-mile radius to deter- 
mine if a patient is enrolled in more than one program. 

• It multiple enrollments are ound, the central registry may provide 
relevant information to the programs involved in order to rectify 
the situation. Decisions here will be left to the judgment of the 
programs involved. 
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^>35: LEGAL COUNSEL FOR PAT I ENT 



RULE 

When a bona fide attorney* client relationship exists between an 
attorney'-at-law and a patient, disclosure of any information in 
the patient's records may be made to the attorney upon the writ* 
ten application of the patient endorsed by the attorney. Infor- 
mation so disclosed may not be further disclosed by the attorney. 

3(C 3(C 3(C 



DISCUSSION 

A patient in a treatment program may request a program to disclose informa- 
tion to an attorney who represents him or her. 

The program must request that the patient fill out a Rule 2.31 consent form 
and take it to the attorney for said form to be endorsed by the attorney. 

The program releasing the information to the attorney should include the Rule 
2.32 prohibition against further disclosure. The purpose of this prohibition 
is to guard against the possibility that the attorney might be forced to serve 
as a conduit for otherwise prohibited disclosure to any third parties. Nor- 
mally, the attorney-client privilege is sufficient to limit disclosure. This pri- 
vilege is subject to waiver by the client. The Rule 2.35 prohibition against 
further disclosure cannot be waived by the client. 

Points to Remember 

• The program cannot disclose information to an attorney unless it 
has verified that an attorney-client relationship exists. This ver- 
ification is established by requiring the client to complete a Rule 
2.31 written consent form which must be signed by the client and 
the attorney prior to the release of any information by the pro- 
gram. 

• The program must refuse disclosure of the requested information if 
the procedures are not followed. 

• A copy of Rule 2.35 should accompany the disclosure to give fur- 
ther notice to the attorney of the need to comply with 42 C.F.R., 
Part 2. 

• The program is advised to include the procedures for releasing 
information as part of its patient education activities. 



§2.36: PATIENT'S FAMILY AND OTHERS 



RULE 

Where consent is given in accordance with §2.31, information 
evaluating his current or past status in a treatment program may 
be furnished to any person with whom the patient has a psrsonal 
relationship unless, in the judgment of the person responsible 
for the patient's treatment, the disclosure of such information 
would be harmful to the patient. 

« « * 



DISCUSSION 

Information that includes an evaluation of the patient's current or past status 
jn the treatment program may be disclosed to any person with whom the per- 
son has a personal relationship, as long as the consent has been given in 
accordance with the eight required items covered under Rule 2.31. However, 
this does not apply when there is reason to believe that disclosure of such 
information would be damaging to the patient. 

Points to Remember 



When disclosure is made to a patient's family: 

• Where the program is an inpatient or residential program, it is sug- 
gested that at intake the program secure written consent from the 
patient to release information regarding his or her status to the 
spouse, family, visitors, or others. 

• Disclosure is not authorized if, in the determination of the program, 
disclosure would be damaging to the patient. 
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Chart VI 

Pattonfs Family and Others (Rule 2.36) 




"HELLO ... I'M AN OLD FRIEND OF MISS HOOD. IS SHE IN 
YOUR PROGRAM?' 



Information on a patient's status in the program may be disclosed to any per- 
son with whom tlie patient has a personal relationship as long as consent has 
been given in accordance with the eight required items, except when the per- 
son in charge believes such a disclosure would hurt the patient. 
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§2.37: THIRD-PARTY PAYERS AND FUNDING SOURCES 
RULE ^ . 

(a) Acquisition of information . Disclosure of patient informa^ 
tion to third parti/ payers or funding sources may be made only 
with the written consent of the patient given in accordance with 
S2.31 and any such disclosure must be limited to that information 
which is reasonably necessary for the discharge of thh legal or 
contractual obligations of the third party payer or funding 
source. 

(b) Prohibition on disclosure . Where a funding source or third 
party payer maintains records of the identity of recipients of 
treatment or rehabilitation services for alcohol .cr drug abuse 
such records are, under the authorizing legislation, maintained 
in connection with the performance of an alcohol or drug abuse 
prevention function and are subject to the restrictions upon dis- 
closure set forth in this part. 

* * * 



DISCUSSION 

Rule 2.37 requires that the confidentiality of the client be protected by the 
program by securing the prior written consent of the client before the pro- 
gram shares with or submits any patient information fog verification and pay- 
ment by a third-party payer. ^t is appropriate and necessary that prior 
written consent be obtained from the patient during tne intake process. 

The third-party payer or funding source may request any necessary patient 
information pursuant to a valid consent to verify 'and process the patient's 
claims. The patient's records and information stored by the third-party 
payer and funding source must be maintained in a secure and confidential 
manner in accordance with Rule 2.17 dealing with the security of records. 
Any information so obtained on an alcohol and drug abuse patient cannot be 
redisclosed without the prior written consent of the patient whose records are 
involved except as authorized by the regulations. 

Prohibition on Disclosure 

The third-party payer or funding source may keep records on the identity of 
participants in an alcohol or drug abuse program, but these records are pro- 
tected by the Federal regulations, and the information cannot be disclosed 
except as authorized by the regulations CRule 2.37). 

Points to Remember 

For disclosure of information to third-party payers and funding sources: 

• Written consent must comply with the eight points required 'under 
Rule 2.31. 



• Information disclosed must be confined to that which is needed to 
fulfill the contractual obligation of the third-party payer or funding 
source. 

• Information disclosed to the third-party payer cannot be redisciosed 
without the written consent of the patient. 

• Any information disclosed to a third-party payer must be accom- 
panied bv the statement on prohibition against redisclosure in Rule 
2.32(a). The billing staff should be aware of these requirements in 
the Federal regulations. 
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Chart VII 
Third-Party Payers (Rule 2.37) 




Programs musi inform patients of their eligibility to receive payment 
for the services of the program. However, these payments will be 
secured by the program as reimbursement for services rendered to 
the client. 

A valid consent form in accordance with Rule 2.31 must be secured 
from the patient before the program can communicate fhformation 
about the oatient and/or bill the third-party payer for services. 

Once the program has secured a valid written consent form from the 
patient, the program can send bills and information to the third- 
party payer requesting reimbursement for all services provided to 
the patient. 
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§2.38: EMPLOYERS AND EMPLOYMENT AGENCIES 



RULE 

(a) Disclosure permitted . Where consent is given in accordance 
with S2. 31, a program may make disclo<;ures in accordance with 
this section. 

(b) Eligible recipients . A program may make disclosure under 
this section to public or private employment agencies, employment 
services, or employers. 

(c) Scope of disclosure . Ordinarily, disclosures pursuant to 
this section should be limited to a verification of the patient's 
status in treatment or a general evaluation of progress in treat- 
ment. More specific information may be furnished where there is 
a bona fide need for such information to evaluate hazards which 
the employment may pose to the patient or others, or where such 
information is otherwise directly relevant to the employment sit- 
uation. 

(d) Criteria for approval . A disclosure under this section may 
be made if, in the judgment of the program director or hih 
authorized representative appointed as provided in §2. 17(b), the 
following criteria are met: 

(1) The program has reason to believe, on the basis of past 
experience or other credible information (which may in appropri- 
ate cases consist of a written statement by the employer), that 
such information will be used for the purpose of assisting in the 
rehabilitation of the patient and not for the purpose of identi- 
fying the individual as a patient in order to deny him employment 
or advancement because of his history of drug or alcohol abuse. 

(2) The information sought appears to be reasonably necessary Jn 
view of the type of employment involved. 



DISCUSSION 

Rule 2.38 of the Federal regulations permits a program to disclose info'-mation 
on alcohol and drug abuse patients to employers and employment agencies 
providing that consent of the patient is acquired in accordance with Rule 
2.31. The program is advised to limit such disclosure to a verification of the 
patient*s status in the treatment and general progress (Rule 2.38(c)). Any 
additional information released will depend on the nature and type of employ- 
ment and the need for the information in light of any unusual hazards that 
might impact on the patient in the work environment. 

This section of the regulations also permits a client, in accordance with Rule 
2.31, to give an employment agency the right to redisclose information to 
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potential employers without violating Rule 2.31 or Rule 2.32 on prohibition of 
redisclosure. 



Points to Remennber 

• Written consent is required before information can be given to 
employers, employment agencies, and employment services. 

• Disclosure may be made in accordance with the valid consent of the 
patient only if the information: 

Contributes to the patient's rehabilitation and is reasonably 
necessary in view of the type of employment involved, and 

Is not used as a basis of firing, refusing to hire, or denying 
advanceme' it. 

• It should be noted that an exception is made to the prohibition 
against redisclosure (Rule 2.32) in the case of information released 
(in accordance with the consent form in Rule 2.31) to an employment 
agency, employment service, or employment agent, because co'.sent 
Is presumed to include authorization for redisclosure. However, the 
authorization pursuant to a valid consent form in Rule 2.31 should 
explicitly state that the client gives written consent for redisclosure 
by the employment agency or service. 

• Programs must ensure that consent given pursuant to Rule 2.38, 
for the purpose of securing employment, should be informed consent 
where the client/patient acts knowingly, willingly, intelligently, 
without duress, and with full understanding of the po -tive and 
negative effects of disclosing such information to an employer 
and/or employment agency. 



§2.39: CRIMINAL JUSTICE SYSTEM REFERRALS 



(a) Consent autho^^ized . Where participation by an individual in 
a treatment program is made a condition tf such individual' s 
release from confinement, the disposition or status of any crimi- 
nal proceedings against him or the execution or suspension of any 
sentence imposed u^^on him, such individual may consent ^to unre- 
str'^ted communication between any program in which he is 
enrolled in fulfillment of such condition and (1) the court 
granting probation, or other post-trial or pretrial conditional 
release, (2) the parole board or other authority granting parole, 
or (3) probation or parole officers responsible for his supervi- 
sion. 

Duration of consent . Where consent is g-^ven for disclosures 
described in paragraph (a) of this section, such consent shall 
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^^xpire sixty days after xi is given or when there is a substan- 
tial change in such person's status, whichever is later. For the 
purposes of this r.ection, a substantial change occurs in the sta- 
tus 6/ a person wbo, at the time such consent is given, has 
been— 

(1) Arrested, when such person is formally charged or uncondi- 
tionally released from arrest; 

(2) Formally charged, when the charges have been dismissed with 
prejudice, or the trial of such person has been Commenced; 

(3) Brought to a trial which has commenced, when such person has 
been acquitted or sentenced; 

(4) Sentenced, when the sentence has been fully executed. 

(c) Revocation of consent . An individual whose release from 
confinement, probation, or parole is conditioned upon his partic- 
ipation in a treatment program may not revoke a consent given by 
him in accordance with paragraph (a) of this section until there 
has been a formal and effective termination or revocation of such 
release from confinement, probation, or parole. 

id) Restrictions on redisclosure . Any information directly or 
indirectly received pursuant to this section may be used by the 
recipients thereof only in connection with their offical duties 
with respect tc the particular individual with respect to whom it 
was acquired. Such recipients may not make such information 
available for general investigative purposes, or otherwise use it 
in unrelated proceedings or make it available for unrelated pur- 
poses. 



DISCUSSION 

Ruli 2.39 provides a basis for establishing good working relationships 
between the criminal justice system and treatment programs. This relation- 
shjp is necessary in light of the large number of clients who are referred 
trim the criminal justice system to alcohol and drug abuse programs. In some 
ir|5tances more than 50 percent of the client load is made up of criminal jus- 
:e referees. 

This rule 2.39 covers a pat'ent referred to aicohol and drug abuse programs 
as a condition of release fro'^ confinement or the disposition or status of any 
crii. .nal proceedings against oim or her or the execution or suspension of any 
sentence imposed upon him or her (Rule 2.39(a)). Such individuals, may cory- 
sent to unrestricted communication between the treatment program and t^e 
court granting probation, or other post- or pre-trial conditional release^/by 
the court, the parole board, or other probation or parole officers responsible 
for his or her supervision. However, the client, program, parole officer. 
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Chart VIII 
Criminol Justice Referrals (Rule 2.39) 



Other Criminal 
Justice Referrals, 
E.G., Juvenile 



Probation 
Stipulations 



Court-Imposed 
Sentence and 
Stipulation 



I 



Parole 
Stipulation 



Patient 
Referral to Program 



i 



I 



Written Consent 
for Unrestricted 
Disclosure 
(Irrevocable) 



I 



Program 




I 



info. 



Department 
of Probation 



I 




Court 



Department 
of Parole 



Other Criminal 
Justice Referrals, 
E.G. , ' Juvenile 



NOTE: 




The client's written consent is required when there is a criminal justice refer- 
*ral, in order to sha^^e unrestricted information with any entity of the criminal 
justice system. Any revocation of the client's written consent may be prohib- 
ited by Rule 2.39(c). 
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probation officer, or court may agree to release only pursuant to a valid con- 
sent form as in Rule 2.31. 



The program must recognise the skills of the probation and parole officer for, 
in many instances, they need to have the information so that they can inter- 
vene at an early stage. In some c^ses, this intervention will make a differ- 
ence between the failure or the success of a patient who is referred by the 
criminal justice system. Nothing in the Federal regulations and Rule 2.39 
prohibits alcohol and drug programs from entering into agreements and 
arrangements with criminal justice agencies to regulate or restrict the subject 
matter or form of communication and sharing of -information about patients. 
For example, a program might agree pursuant to a valid consent form from 
the patient (Rule 2.31) to oral communication about specific matters, while 
restricting formal written reports by the program to objective data such as 
attendance, urinalysis, progress, and termination. 

Finally, any information that is released by a program to parole or probation 
officers is subject to a prohibition against redisclosure for general investiga- 
tive purposes or for unrelated proceedings. The information should be used 
only in connection with the official purposes in connection with the parole, 
probation, and court responsibilities relative to this client. 

Points to Remember 

\ — 

0 If an individual's participation in an alcof^l or drug abuse treat- 
ment program is a condition of release from confinement or ^lisposi- 
tion of criminal proceedings or sentencing, the individual may pro- 
vide valid consent for unrestricted disclosure to: 

A court granting probation or other conditional release 

A parole board 

The probation or parole officer responsible for the individual's 
supervision. 

• Inforrpation disclosed under this section cannot be redisclosed by 
the recipients thereof other than in connection with their official 
duties related to individual treatment or supervision of the client. 

Example 

Probation officers who receive information from a treatment program cannot 
enter that information gs evidence in a grand jury investigation unrelated to 
the purpose for whicn the consent was given under this rule. 




§2,40: SITUATIONS NOT OTHERWISE PROVIDED FOR 



RULE 

(a) Critei'ia for approval . In any situation not otI)erwise spe- 
cifically provided for in this subpart, where consent is given in 
accordance with S2.31, a program may make a disclosure for the 
benefit of a patient from the records of that patient if, in the 
judgment of the program director or his authorized representative 
appoint'^d as provided in §2.17, all of the following criteria are 
met: 

(1) There is no suggestion in the written consent or the circum^^ 
stances surrounding it, as known to the program, that the consent 
was not given freely, voluntarily, and without coercion. 

(2) Granting the request for disclosure will not cause substan^ 
tial harm to the relationship between the patient and the program 
or to the program's capacity to provide services in general. 

(3) Granting the request for disclosure will not be harmful to 
the patient. ^ 

(b) Circumstances deemed beneficial . For the purposes of this 
section, the circumstances under which disclosure may be deemed 
to be beneficial to a patient include, but are not limited to, 
those in which the disclosure may assist the patient in con^ 
nection with any public or private claim, right, privilege, 
gratuity, grant or other interest accruing to, or for the bene-^ 
fit of, the patient or the patient's immediate family. Exam^ 
pies of. the foregoing include welfare, medicare, unemployment, 
workmen's compensation, accidc^nt or medical insurance, public or 
private pension or other retirement benefits, and any claim or 
defense asserted or wfyich is ai. issue in any civil, criminal, 
administrative or other prbceeding in which the patient is a 
party or is affected. 



DISCUSSION 

Rule 2.40 allows the program to disclose patient-Identifying information tp a 
third party (with prior written consent in accordance with Rule 2.31), in 
order to secure a benefit that the client is entitled to or where there is a 
claim, privilege, gravity, ^grant, or othdr interest accruing to and for the 
benefit of the client. 

This section of the Federal regulations allows a program to act in almost any 
area where such action will benefit the patient. 

It is advisable that consent so acquired should be informed consent and the 
client be given full disclosure about positive and negative aspects. Such con- 



sent should be made so that the patient can act knowingly, willingly, intelli- 
gently, and without coercion. 

Points to Remember 



In order to disclose information from a patient's record under Rule 2.40, the 
following criteria must be met: 

The patient must have provided prior written consent in accordance 
with Rule 2.31. 

A determination must be made by the program director or represen- 
tative authorized by the director. 

The consent of the patient, when given, must be informed consent 
and had been given without any coercion or fear of reprisal. 

The information displosed from the patient's record cannot harm 
either the patient or the program. 
» 

The disclosure of this information will benefit the patient. 
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Exercise V: The Central Registry, Rule 2.34'(Optional) 



John Smith, Assistant Administrator of the Lake Regional Meth- 
adone Maintenance Program, calls the central registry of the 
Lakes Program. He inquires about a client's possible enroll- 
ment in any other program, the type of dosage received, and 
"any other information." 

1. On Flipchart A : "Yes" or "No" decisions and justification 
for your answers to the following questions: 

Question I: "Is a central registry permissible under 
these circumstances?" 

Question 2: "Could the central registry respond to the 
request of the Lake Program without violat* 
ing any confidentiality laws?" 

2. On Flipchart B : A list providing information about such a 
central registry as it should be provided to clients at frie 
time of their enrollment- 

1. Meet in ;^our assigned' small group. Choose a timekeeper, 
recorder, and spokesperson. 

Timekeeper: The entire task is to be completed within 
20 minutes . Help the group finish on 
schedule. 

Recorder: Label two flipcharts "A" and "B." Organ- 

ise the group's responses to the two pro- 
i ducts required and print on flipcharts. ' 

Spokesperson: Be prepared to present/clarify the group's 
wdrk. Bring flipcharts to main meeting 
* room; display. You .vill have about 4-5 
minutes to present. 

2. Working as a group, answer the question, "Is a central 
registrv permissible under these circumstances?" Briefly 
justify (explain) your answer. Put on top half of Flip- 
chart A. 

3. Now answer the question, "Could the -central registry 
respond to the request of the Lake Regional Methadone 
Maintenance Program without violating any confidentiality?" 
Put your conclusion and brief justification on the bottom 
half of Flipchart A. / ( s 
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4. As a group, develop a list of items that responds to the 
question, "What information about such a central registry 
should be provided to clients at the time of enrollment?" 
, Place this list on Flipchart B. 

Trainees are urged to seek help, if needed, from the training staff. 
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Exercise VI: Criminal Justice System Referrals, Rule 2.39 



Mr. Arthur Millhouse has received parole from the State Cor- 
rectional Center with the stipulation that he enroll immediately 
in a drug treatment program, 'n compliance with this stipula- 
tion, Mr. Millhouse has provided his written consent authoriz- 
ing the release of all information pertaining to his enrollment, 
attendance, lab results, and treatment plan. 

At the e.id of the specified period of parole, Mr. Millhouse's 
parole officer requests information from the program that he 
feefs might be helpful in lining. up a prospective job for Mr. 
Millhouse. 

1. Individually developed outline of procedures for handling 
this matter. 

2. Group-developed composite outline of procedures for h^- 
dling this matter. 



Meet in your assigned small group, 
keeper, recorder, and spokesperson. 



Choose a time- 



Timekeeper: 



3. 



Recorder: 



Spokesperson : 



This task iS' divided into incjlvidual and 
group work. Allow approxim«ely S^min- 
utes for the individual work, 5 mJnutes for 
the exchange ^f work, and 5 mirujtes for 
the group developnjent of the -procedural 
outline; for a tot^rfof ^ jlS minutes . ^ 

When the group develops its composite out- 
lirve, print the procedures clearly on nevys- 
print. y ' . ^ 

Be prepared' to present/clarify the group's 
work. B/ti7g newsprint to the main meef-: 
ing room; display. You will have approxi- 
mately 5 minutes to present. " ^ 

Working individually ('without' discussing or faring your 
work wfth 'jany other group member) outlinSlP*>4)at you 
would deem appropriate procedures in handling 'this mat- 
ter. Be specific. (5*mLngtes) ^ 

Exchange your, outline with another 'person within v^ur 
group. Give one another feedback and deter/nine if the 
outline you^now have reflects a usable set of pr'ocedures. 
(5 minutes) 



4. Working as a small grc-p, draw up one composite outline 
representing a set of procedures that would provide a 
responsible structure for handling this matter. Put this 
outline on newsprint. 

Trainees are urged to seek help, if needed, from the training staff. 
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Sessions 

Feedback on Exercise. Ill 



J 

J 
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Session 8 
Feedback on Exercise III 



In this session, the issues of current and former employees are addressed, 
and the group will discuss Exercise III. 
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Session 9 

Subpart D 
Disclosures Without Patient Consent 
Rules 2.51-254 



101 



Session 9 

Subpart D— Disclosures Without Patient Consent— Rules 2.51-2.54 



'§2.51 Medical Emer^gencies 
§2.52 Research, Audit, and Evaluation ^ 
§2.53 Government Agencies 

§2.54 Patient Identifying Information in Connection witft Examinations 
Learning Objectives 

At the end of chis session, participants should be able to: 

• Develop appropriate systems for releasing information when a bona 
fide emergency exists (Rule 2.51). 

• Develop guidelines and procedures for disclosing patient-identifying 
information to qualified personnel for the purpose of an audit, eval- 
uation, and research (Rule 2.52). 

• Understand the circumstances under which governmental agencies 
may have access to patient-identifying information (Rule 2.53). 

• Develop procedures for disclosing information in connection with 
examinations; in particular, the procedure for disposition of these 
records by the examiners (Rule 2.54). 



§2.51: MEDICAL EMERGENCIES 



RULE 

fa) In general . Disclosure to medical personnel, either private 
or governmental , is authorized without the consent of the patient 
when and to the extent necessary to meet a bona fide medical 
emergency. 

(b) Food and Drug Administration . Where treatment involves the 
use of any drug, and appropriate officials of the Food and Drug 
Administration determine that the life or health of patients may 
be endangered by an error in the manufacture or packaging of such 
drug, disclosure of the identities of the recipients of the drug 
may be made without their consent to appropriate officials of the: 
Food and Drug Administration to enable them to notify the 
patients or their physicians of the problem in order that correc- 
tive action may be taken. 

(c) Incapacitated persons . Where a patient is incapacitated and 
information concerning the treatment being given him by a program 
is necessary to make a sound determination of appropriate emer- 
gency treatment, such information may be given without the 
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patient' s consent to personnel providing such emergency treat' 
ment. 



(d) Notification of family or others . When any individual suf^ 
faring from a serious medical condition resulting from drug or 
alcohol abuse is receiving treatment at a facility which is 
within the scope of this Part the treating physician may, in his 
discretion, give notification of such condition to a member of 
the individual' s family or any other pei:son with whom the indi^ 
vidual is known to have a respo^ible personal relationship. 
Such notification may not be made without such individual' s con^ 
sent at any time such individual iji capable of rational cozmuni^ 
cation. / 

(e) Record required . Any program making an oral disclosure 
under authority of this section shall make a written memorandum 
showing the patient ' s name or case number, the date and time the 
disclosure was made, some indication of the nature of thB emer- 
gency, the information disclosed, and the names of the individu- 
als by whom and to whom it was disclosed. 



DI SCUSSION 

Rule 2.51(a) authorizes disclosure without the prior written or oral consent of 
the patient, to medical personnel (i.e., doctor and nurses), when such dis- 
closure of patient-identifying Information is necessary to meet a bona fide 
medical emergency; i.e., a life-threatening situation. 

Rule 2.51(b) authorizes disclosure of the identities of patients to Fo6d and 
Drug Administration officials where^ ti^eatment involves the use of a drug and 
where the FDA /las determined that the life or health of patients might be 
endangered by an error in manufacturing or packaging of a particular drug. 
In these circumstances, the program may make such disclosure of patient- 
identifying information without the prior written consent of the patients so 
affected . 

Rule 2.51(c) authorizes disclosure of patient-identifying information without 
the consent of the patient if a patient is incapacitated, which means tem- 
porary inability to understand, communicate, or perform a necessary intellec- 
tual, emotional, and physical act, or suffering from severe effects of drugs 
or^alcohol. However, such disclosure of the patient's information is limited to 
when a patient is receiving emergency treatment and the information is nec- 
essary to assist the personnel in providing such emergency treatment. It 
is important to note the difference between an "incompetent patient" under 
Rule 2.16, someone adjudicated by a court as being incompetent, and an 
"incapacitated patient," someone adjudged by the treatment personnel to be 
incapable of making decisions, responding to communication, drunk, under the 
severe effects of a drug, and so forth. 
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Rule 2.51(d) authorizes a treatment program to make disclosures without the 
patient's consent when the patient is suffe-^ing from a serious medical condi- 
tion resulting from the use of alcohol or drugs. Disclosure of the patient*s 
conditior may at the discretion of the program be made to a family member or 
any other. person with whom the individual is known to have a close personal 
relationship. The program should verify such a relationship to ensure that 
the information is being released to an individual authorized by Rule 2.51(d). 
An important exception to the release of the patient's records is indicated in 
2.51(d), which prohibits the treatment program from disclosing any patient- 
identifying information to a family member or person who has a close personal 
relationship with the patient, if the patient is capable of rational communica- 
tion notwithstandkng the abuse of alcohol or drugs. 

Finally, in all instances in which a bona fide medical emergency exists, or if 
the FDA has determined that a drug is harmful to patients, or a patient is 
incapacitated, the program making such disclosure to a third party, i.e., 
medical personnel, should make sure that a written memorandum is completed 
with all of the requirements stated in Rule 2.51(e). 

Points to Remember 

• In medical emergencies where there is a life-threatening condition 
affecting the client, a program involved in treating alcohol and 
drug abuse patients may disclose necessary patient-identifying 
information from the patient's record without consent of the patient 
to medical personnel. 

• An attending physician and other medical personnel and a treatment 
program may notify a patient's family or a person with whom the 
patient has a responsible personal relationship, without the patient's 
consent, if there is a medical emergency and the patient is incap- 
able of rational communication or/and is incapacitated. However, 
once the patient regains a rational state and can communicate 
rationally , the patient's consent must be secured before any disclo- 
sure of information to a third party is made. 

• In making disclosure of any patient records without the patient's 
consent, a .program must write a memorandum containing all seven 
points stipulated in Rule 2.51(e). This memorandum should be filed 
and placed in the patient's permanent records. 

• The specific requirements o^ the memorandum in Rule 2.51(e) are 
that it contain: 

1. Patient's name or case number 

2. Date of disclosure 

3. Time the disclosure was made 

4. Nature of the emergency 

5. Information disclosed 

6. Name of the individual by whom disclosure was made 

7. The person(s) to whom disclosure was made. 

Note that Rule 2.51(e) does not require that t^e memorandum be 
witnessed . 




. Chart IX 

MedicaI.Emergencles and fetophoiie Releases (Rule 2.51) 

o 




§^■52:. RESEARCH, AUDIT, AND gyALUATION 



RULE 

i 

(a) Research, audit, and evaluation . Subject to any applicable 
specific provision set » forth hereinafter in this subpart, the 
content of records pertaining to any patient which are taaintained 
in connection with the performance of a function subject to this 
part may be disclosed, whether or nut the patient gives consent, 
to qualified personnel for the purpose of conducting scientific 
research, management audits, financial audits, or program evalua- 
tion, but such personnel may not identify, directly or indi- 
rectly, any individual patient in any report of such research, 
audit, or evaluation, or otherwise disclose patient identities in 
any manner. For the purposes of this subpart and for the pur- 
poses of subsection (b)(2)(B) of the authorizing legislation, the 
term "qualified personnel" means persons whose training and 
experience are appropriate to the nature and level of the work in 
which they are engaged and who, when working as part of an organ- 
ization, are performing such work with adequate administrative 
safeguards against unauthorized disclo,sures. 

(b) Uses of disclosures of patient identifying information . 

(1) Where a disclosure made to any person pursuant to paragraph 
/(a) of this section includes patient identifying information with 

respect to any patient, such information may *aot be further dis- 
closed, and may not be used in connection with any legal, admin- 
istrative, supervisory, or other action whatsoever with respect 
to such patient, except as provided in paragraphs (b)X2) ana 
(b)(3) of this section. 

(2) The inclusion of patient identifying information in any 
written or oral communication between a person to whom a disclo- 
sure has been made pursuant to paragraph (a) and the program mak- 
ing such disclosure does not constitute the identification of a 
patient in a report or otherwise in violation of paragraph (a). 

(3) Where a disclosure is made pursuant to paragraph (a) of this 
section to a person qualified to determine, on the basis of such 
disclosure, the presence of a substantial risk to the health and 
well being, whether physical or psychological, -of any patient, 
and, in the judgment of such person, such a risk exists and tfie 
situation cannot be dealt with solely by means of communications 
as described in paragraph (b)(2) of this section without intensi- 
fying or prolonging the risk as compared with other means of 
dealing with it, then the initial disclosure under paragraph (a) 
and any subsequent disclosure or redisclosure of patient identi- 
fying information for the purpose of reducing the risk to the 
patient involved shall be subject to the provisions of §2.51. 

5«C * * 
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DISCUSSION 

I 

Rule 2.62 authi^Pizes the disdoaure, of information atiout an alcohol or drug 
abuse patient for purposes of financial, progr.am/ irkf management audit and 
monitoring, . gnd program evaluation, and al^o foo conducting scientffic 
research without the prior writtien or oral consent of the patient. However, 
such qualified personnel are prohibited Jrom disclosing in any report direptly 
or indirectly any patient-identifying information. Very often prog ranees will be 
required by State and Federal and private funding sources to release or at 
least provide access to patient-identifying information. Rule 2.52 permits dis- 
closure of patient-identifying information to the funding sources or monitoring 
sources for the limited purposes of management, financial and program audit, 
and program evaluation (fr for conducting scientific research. 

Points to Remember 

• It is important to understand that Rule 2.52 defines "qualified per- 
so n nel " as those persons whose training and experience are appro- 
priate to the nature and level of the work in which they are 
engaged,, and whO/ when working as part of an organization, are 
performing such work with adequate administrative safeguards 
against unauthorized disclosures . This means that ''qualified per- 
sonnel'' should be designated and assigned by State, Federal, and 
other agencies to -conduct the activities referred to in this rule, 
which mcludes conducting scientific research, management, program 
and financial audits, and program evaluation and monitoring of 
alcohol and drug abuse programs. 

• Rule 2.52 prohibits a* recipient of patient-identifying information 
resulting from a financial , program , management audit . program 
evaluation, or research from redisclosing this information or using 
it in connection with any legal, administrative, supervisory, ' or 
other action vj'Mh respect to the patient. (Rule 2.52(b)(1).) 

• Rule 2.52(b)(2) permits an auditor to include patient identifying 
inform'&tion in any oral or written report that is shared directly 

f between the auditor and the program, and this does not constitute 

a disclosure. 

• A very important part of this Rule is 2.52(b)(3), which permits' a 
qualified person who, pursuant to a disclosure during an audit, 
determines, based on his or her qualifications, that there is the 
presence or potential of substantial risk to the health and well- 
being of any patient, whether physijcal or psychological, to release 
patient-identifying information and other general or specific infor- 
mation for the purpose of reducing this perceived risk to the 
patient. It is essential that the qualified oerson making such dis- 
closure comply with the requirements detailed in Rule 2.51, 

• Rule 2.52 permits each program involved in alcohol and drug abuse 
activities to develop its own guidelines and procedures for conduct- 
ing scientific research and evaluation. Again, such activity may be 
conducted without the prior written ^r oral consent of the 
patient(s). 
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• Rule 2.52 permits each State and Federal entity involved in alcohol 
and 'drug abuse activities concerning patients affected by alcohol or 
drugs to develop its own guidelines ah<f procedures for conducting 
scientific research and evaluation. Again, such research and evalu- 
ation activities may be conducted without =prior oral or written con- 
sent of the patient(s). 

• ' Prior to conducting any audit and' evaluation and scientific research 

involving qualified personnel other than program staff, the program 
and such qualified personnel should meet and estabfish ^lear guide- 
lines and procedures that will ensure compliance with RuJe 2.52 and 
all of the requirements for protection of the privacy and Vonfidenti- 
ality of the patient and that will ehsure that the prohibition against 
redisclosure will be observed. 



§2.53: GOVERNMENTAL AGENCIES 



RULE 

{a) In general . Where research, audit, or evaluation functions 
are performed by or on behalf of a St^te or Federal governmental 
agency, ' the minimum qualifications of personnel performing such 
functions may be determined by such agency, subject to the provi^ 
sions of this part, with particular reference to the organiza^ 
tional requirements and limitations on the categories of records 
subject to review by different categories of personnel. 

(b) Financial and administrative records . Where program records 
are reviewed by personnel who lack ei'tAer the responsibility for, 
or appropriate training and supervision for, conducting scie/j- 
tific research, determining adberence to treatment standards, or 
evaluating treatment as such, such review should be confined as 
far as practicable to administrative and financial records. 
Under no circumstances should such personnel be shown caseworker 
or counsellor notes,, or similar clinical records. Programs 
should organize their records so that financial and administra- 
tive matters can be reviewed without disclosing clinical informa- 
tion and without disclosing patient identifying information 
except where necescary for audit verification. 

( c ) Scientific research and long-term evM^luation studies . No 
State and no agency or political subdivision of a State may 
require, as a condition to funding, licensing, or otherwise, that 
any program furnish patient identifying information for the pur^ 
pose of coni^ucting scientific research or long-term evaluation 
studies unless the recipient of such information is legally 
required to hold such information in confider.ce, is prohibited 
from taking any administrative, investigative, or other, action 
with respect to c y individual patient on the basis of such 
information, and is prohibited^ from identifying, directly or 
indirectly, any individual patient in any report of such research 




or evaluation, or otherwise disclosing ^patieht^dentities in any 
manner. 

fcT) Opinion and ' description to be ^ furnished program . 
Before any patient identifying information is ilequired to be s^b- 
mitter^ by a program under the circumstances described in para^ 
graph (c), the program shall be furnished-- 

(1) An opinion by the attorney general or other chief - legal 
officer of the State to the effect that the conditions specified 
in paragraph (c) are fulfilled with respect to such ^progr^m or 
with respect to all programs in such State similarly situated, 
and 

(2) A' description of the administrative procedures and physical 
limitations on access or other measures to provide for the secur^^ 
ity of the data, but such description shall not be in such detail 
as to furnish guidance _ for , wrongful attempts to breacli^such 
security. a , - ^ 

(e) Exclusiveness of procedures . No State or local governmental ^ 
agency may require any treatment program to furnish patient iden- J 
tifying information to itself or- ^ny other recipient excepft in 
conformity with this section pr §2*54. No Federal agency may 
require any treatment 'program to^ furnish patient * identifying- ' 
information to itself or any other recipient except, in conformity \ 
with this section (other than paragraph (d)(1) thereof) br\§2.54. 
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DISCUSSIO N ' ; • " • 

Rule 2.53 permits a State or Federal agency to set the minimum qualifications 
of the personnel, performing the functions of audits, evaluation, and scientific 
research. Addi^onally, the State and 'Federal agency should" establish organi- 
zational requirements and I imitation jA)n^the categories of recpr^ds that various 
personnel may review based on the need l^or the ipformation>«nd the particu- 
lar qualifications of the personnel. - . 

■ The agency has. the responsibility of ensurmg- that there are "qualified per- 
sonneM' or rt runs the risk of having^ the audit be limited to financial and 
administrative data rather than, having any access to review and audit any 
caseworker or counsellor notes, oV any <^nical records. Programs are,- 
therefore, advised, to organize tfjeir . records so that administrative and finan-; 
cial records are separate and apart from clinical and patient records. By so 
doing, the -program will avoid disclosure of any clinical information to ^those 
individuals conducting an audit who lack either the responsibilfty for, or 
appropriate training and supervision for, conducting scientific research, 
determining adherence to treatment standards, or evaluating treatment . (Rule 
2.53(b).) - , . < 

I ' 

Finally, Rule 2.53(c) prohibits a State, agency, or political subdivision of a 
State from requiring as a "condition of funding, licensing or otherwise" a 
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program racipient of their funds to participate in the furnishing of patient- 
identifying information for scientific research or long-term studies unless the 
following occur^^^ ^ 

L Theybtate agency or political subdivision is legally required to hold 
suon information in confidence and is prohibited . from using the* 
icnormation for any administrative, investigative, or other action 
against a patient. 

2. The State agency or political subdivision complies with the Federal 
requirements of Rule 2.53(c), which prohibits <he release pf any 
patient-identifyincy^ information or identifying any patient directly or 
indirectly in anyHuch evaluation, audit, or research report that is 
published. , 

3. Before any patient-identifying information is re^uired, an opinion* of 
the Attorney General or chief legal officer of. the State shall be 
provided to the program^, specifying that the conditions required by 
Rule 2.53(c3 are met and a description .shall be provided' to the 
program of administrative procedures and securicy precautions that 
have been established to limit the access of individuals to the 

' patierrt-identifying information in conformance with Ruje 2.53(d)(2). 

* 

Points to Remem.ber • ' * . 

^ ^% Before programs are Required to participate in scientific research 
and long-terrti evaluation studies, the program should request that 
the State and/or political subdivision furnish an opinion of the 

" Attorney General ' or chief legal officer of the State to the effect 

th^t I) the State or political subdivision has the legal responsibility 
for securing and holding such information in confidence ,and, in 
accordance with Rule 2.-53(c), that the agency is prohibited from 
takinj any administrative, investigative, or other action agamst any 
pati^t and that no information or> a patient will be directly oil indi- 
rectly disclosed in»any reports(s) resulting from such audit, evXalu- 
ation, or scientific research; and 2) the /State or political subcf^vi- 
sion has. established appropriate adminisfrativel^rocedures that will 
ensure the security of records and any patient identifying dat^. 

\ 

' It advisable for programs to establish appropriate procedures to 

/ ensure that State, Federal, and other entities; which conduct agdits^ 

evaluation, and scientific research comply_^ii*h the requirements ofj 
'Rule 2.52. ' ' 
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§2.54: PATIENT IDENTIFYING INFORMATION 
IN CONNECTION WITH EXAMINATIONS 



RULE, 

(a; Definitions . For the purposes of this sect ion- - 

(J) The term "examination" means any examination to which this 
section IS made applicable by parapraph (b) of this section. 

(2) The term "examiner" means any individual or any public or 
private organization, including any Federal, State, or local gov- 
ernmental agency, which conducts an examination to whicn this 
section applies. 

Applicabilitu. This section applies to any examination of 
the records of a treatment program whith is carried out for the 
purpose of ,or as aid to ascertaining the accuracy or adequacy of 
Its finincial or other records, or the efficiency or effective- 
ness 6f its ftnancial, administrative, or medical management, or 
its adherence to financial, legal, medical, administrative, or 
other standards,^ regardless of whether such examination is called 
an audit, ^'an evaluation, an inspection, or by' any other name. 

<^> Statement reguirOg for disclosure of patient identifying 
informa tion in connectTdfn with examination . No program may make, 
and no examiner .may require, any disclosure of patient identify- 
ing information in connection with ap examination unless the 
examiner furnishes to the program a written statement — 

(1) that no record of patient identifying information will be 
made or retained by or on ^behalf of the examiner in connection 
with the examination without notice to the program in accordance 
with paragraph (c) (2) of this section, or 

(2) setting forth the specific purpose f or . which a record of 
patient identifying information is being retained by or on behalf 
of the examiner, the location at which such information will be 
kept, and the' name, official title, address, and telephone number 
of a responsible individual to whom any ir'^viries by the program 
about the disposition* of such record should be directed. 

Dispositi on of 'record of vatient identifying information in 
connecti on with examination . After any record of patient identi- 
fymg infdrmation retained in connection with an examination has 
served its purpose, or within the time prescribed in paragraph 
(e) of this section, whiohever is earlier, the examiner shall 
destroy or return to^ the program all records (including any cop- 
ies ■ thereof ) containing patient identifying inforntktion which 
have been in its possession in connection with such examination. 

(e) Maximum time allowed for disposition . The action required 
,bi/ paragraph (d) shall de completed— 
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(1) Except as provided in paragraph (e)(2) of this section not 
more than two years after the record was acquired by or on behalf 
of the examiner, or 

(2) Where the record is needed in connection with a formal legal 
proceeding against the program commenced or to be commenced not 
more than two years after the record was acquired, and written 
notice to this effect is furnished to : be program within two 
years after the record was acquired, not later than the termina- 
tion of such proceeding. 

if) Notice of final dispositi on. When an examiner disposes of 
records as required by paragiaph (d)^of thir. section, or not 
later than the time prescribed by paragraph (e) of this section, 
whichever is earlier, the examiner shall furnish to the program 
concerned a written statement — 

,(1) That there has been compliance with this section and with 
' the provisions of this part prohibiting any disclosure of patient 

identifying information from records held by auditors or evalua- 

tors, or 

(2) Specifying the particulars in which there has been a failure 
of compliance. 

* * * 



DISCUSSION 

Rule 2.54 authorizes the disclosure of patient-identifying information to ah 
"examiner," for the purpose of conducting an ^'examination" of the program 
records and activities. However, Rule 2.54 emphasiz^that no individual and 
or program in releasing information may make, and no examiner may require, 
any disclosure of patient-identifying information in connection with an examin- 
ation unless the examiner fu nishes to the program, a written statement which 
stipulates: 

L That no record of patient-identifying information will be made or 
retained by or on behalf of the examiner in connection with the 
examination without notice to the program in accordance with (c)(2) 
of this section, or 

2. Setting forth the specific purpose for which a record of patient- 
identifying information is being retained by or on behalf of the 
examiner, the location at which such information will be kept, and 
the name, official title, address, and telephone number of a respon- 
sible individual to whom any inquiries by the program about the 
disposition of such record should be directed. 

The requirements of Rule 2.54 protects the confidentiality of patient- 
identifying information and prevents inadvertent disclosures to individuals 
who have no need for the information. Programs must be prepared to clarify 
and negotiate with the examiner for compliance with this rule. 
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Poi nts to Remonber 



• Programs should organize their records so that financial or adminis- 
trative matters can be reviewed without disclosing patient- 
identifying information or chmcal data (except for audit verifica- 
tion). 

• Only in certain specified circumstances may a State or local govern- 
rvient agency require as a condition for funding, licensing, or 
otherwise, a program to provide records of patient-identifying 
information for scientific research or long-term evaluation studies. 

• Confidence on the part of treatment program personnel in the integ- 
rity of auditing, evaluating, and regulatory processes is important 
for the effective functioning and supervision of the treatment sys- 
tem. Rule 2.54 fosters practices which will inspire and justify such 
confidence. 



This section permits the examination of the records of a treatment 
program by examiners for the purpose of determining the program's 
adherence to financial , administrative, medical , legal , or other 
standards. 



• Prior to an examination which will make or retain records of 
patient-identifying information, the examiner must: 



Detail the specific purpose for which the patient-identifying 
information will be retained by or on behalf of the examiner; 

Indicate the location at which such information will be kept; 

Indicate the name, title, address, and telephone number of the 
person to whom inquiries might be made by the program about 
the disposition of such records; 

Ensure tr . patient-identifying data will be kept for more 
than 2 year:>. 

(This section applies only to examinations utilizing patient- 
identifying informatiCii (see Rule 2.54(c)).) 

• The examiner must giv€ the program notice of final disposition of 
the records in accordance with Rule 2.54(f)(1) and (f)(2) of this 
sectipn and, also, muf.c tell the program whether or not he or she 
has complied with regulations, and which violations, if any, have 
occurred. 

• An exception is m^de to the 2-year rule for disposition of records 
in the case of RuJe 2.54(e)(2) where the record is needed in con- 
n ection with a formal legal proceeding ' against the progra m com- 
menced or to be commenced not more than 2 years after the record 
was acquired, and written notice to this effect is furnished to the 
program within 2 years after the record was acquired, not later 
than the termination of such proceeding . 



I. 

2. 
3. 

4. 
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Examiners should be advised that the records of patient-identifying 
information secured pursuant to an aud;^ must be destroyed or 
returned to the program within 2 years after this record(s) was 
acquired by or on behalf of the examiner (Rule 2.54(e)(1)). 

Programs are advised to establish a system to monitor compliance 
with Rule 2.54 by the examiner regarding the time allowed for dis* 
position of records containing patient-identifying information. 
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Session 10 

Rules 2.55-2.56 
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Session 10 
Rules 2.55-2.56 



§2.55 Supervision and Regulation of Narcotic Maintenance and Detoxification 
Programs 

§2.56 Prohibition on Disclosure of Patient Identities from Research, Audit, 
or Evaluation Records 



§2.55: SUPERVISION AND REGULATION OF NARCOTIC 
MAINTENANCE AND DETOXIFICATION PROGRAMS 



RULE 

. . . (b) Drug Enforcement Administration . Huly authorized 

agents of the Drug Enforcement Administration shall have access 
to the premises of registrants for the purpose of ascertaining 
compliance (or ability to comply) with standards established by 
the Attorney General under section 303(g)(2) of the Controlled 
Substances Act (21 U.S.C. 823(g)(2)) respecting the security of 
stocks of narcotic drugs and the maintenance of records (in 
accordance with section 307 of the Controlled Substances Act, 21 
U.S.C. 827) on such drugs. Registrants shall maintain such rec- 
ords separate from and in addition to patients' clinical records 
required to be maintained under 21 CFR 310. 505(d) (7) ( Hi ) , which 
shall not be available to such agents except as authorized under 
a. court order in accordance with Subpart E of this part. Records 
maintained by registrants for the purposes of section 307 of the 
Controlled Substances Act (21 U.S.C. 827) need not identify 
patients by name, address, social security number, or otherwise 
except by an identifying number assigned by the registrant, but 
where such a systerb is used, the registrant shall maintain on a 
cttrrent basis a cross-index referencing each identifying number 
to the name and address of the patient to whom it refers. Upon 
request at any time and without advance notice, but subject to 
the provisions of §2.54, such agents shall be granted immediate 
access to any such index. Such agents )nay use names and 
addresses so obtained strictly for the purposes of auditing or 
verifying progranf records, and shall exer^cise all reasonable pre- 
cautions to avoid inadvertent disclosure of patient identities to 
third parties. Names and other identifying information so 
obtained may not be compiled or used in any registry or personal 
data bank of any description. 

(c) Food and Drug Administration . Duly authorized agents of the 
Food and Drug Administration shall have access to the premises of 
registrants and to all records maintained by registrants, for the 
purpose of ascertaining compliance (or ability to comply) with 
standards established by the Secretary of Health, Education and 
Welfare under section 4 of the Comprehensive Drug Abuse Preven- 
tion and Control Act of 1970 (42 U.S.C. 257a), sections 303(g)(1) 
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and 303(g)(3) of the Controlled Substances Act (21 U.S.C. 823(g) 
(1) and 823(g)(3)), and sections 505 and 701(a) of the Federal 
Food, Drug, and Cosmetic Act (21 U.S.C. 355 and 371(a)). When 
necessary in the conduct of their duties, and subject to the pro- 
visions of §2.54, agents may use names and addresses of patients 
strictly for the purposes of auditing or verifying program rec 
ords, and shall exercise all reasonable precautions to avoid 
inadvertent disclosure of patient identities to third parties. 
Names and other identifying information on patients obtained pur^ 
suant to this section or by any other compulsory process may not 
be compiled or used in any registry or personal data bank ^of any 
description. Except as authorized under this paragraph or by a 
court order granted under Subpart E of this part, (1) such agents 
may not, either orally or in writing, tsxcept in conversation with 
personnel of the registrant while on the premises of the regis^ 
trant, identify any patient otherwise than by reference to an 
identifying number assigned by the registrant, and (2) such 
agents may not remove from the premises of the registrant any 
notes, documents, or copies thereof which contain patient identic 
fying information. 

(d) State drug law enforcement agencies . Duly authorized agents 
of any State drug law enforcement agency having jurisdiction and 
specific responsibility by statute or otherwise for the enforce^ 
ment of criminal laws relating to controlled substances (as 
defined in the Controlled Substances: Act) shall have access to 
the premises of any registrant for the purposes (with respect to 
corresponding provisions, if any, of State law) and subject to 
the restrictions and limitations set forth in paragraph (b) of 
this section, and subject to S2.54. 

(e) State health authorities . 

(1) Definition of ^'qualified State health agency'^ As used in 
this paragraph, the term ^'qualified State health agency" means an 
agency of state government (i) which has express legal responsi'^ 
bility to ascertain that registrants under its jurisdiction com^ 
ply with appropriate treatment standards; (ii) which is legally 
and administratively separate from any agency of State government 
responsible for investigation of violations of, or enforcement 
of, criminal law generally or criminal laws relating to control'^ 
led substances; (Hi) whose personnel are qualified by training 
or ekperience to conduct inspections of health care facilities to 
ascertain compliance with treatment standards; and (iv) whose 
personnel are by State law, or by published administrative direc 
tive enforced by effective sanctions, required to maintain the 
confidentiality of any information concerning the identity of 
patients which they may acquire in the course of their official 
duties. 

(2) Access . Duly authorized agents of a qualified State health 
agency shall have access to the premises of registrants and to 
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all records maintained by registrants, for the purpose of ascer^ 
taining compliance (or ability to comply) with treatment stan- 
dards (including those relating to quantities of narcotic drugs 
which may be provided for unsupervised use by individuals in 
treatment) established under State law. Such access, and the use 
of any information thereby obtained, shall be subject to the 
restrictions and limitations set forth in paragraph (c) of this 
section, and subject to §2. 54. 

* * * 



DISCUSSION 

The Federal Drug Enforcement Administration (DEA) and the State Drug Law 
Enforcement Agencies (SDLEA) referred to \n Rule 2.55(b) and Rule 2.55(d) 
are permitted to have access to the "premises" of programs. 

Authorized agents of DEA and SDLEA are permitted access to the premises of 
registered treatment programs and to certain records in order to determine 
compliance with standards established by the Attorney General and the State 
that cover the security of stocks of narcotic drugs (e.g., methadone) and the 
maintenance of drug records under the Controlled Substances Act. 

Registered programs are required to maintain records of their stocks of nar- 
cotic drugs and records of patients receiving such drugs separate from and 
in addition to patients' clinical records. Programs cannot make thier clinical 
records available to agents except under court order. 

Records maintained need not identify patients bv name, address, or social 
security number, or in any other way except by identification number 
assigned by the program: 

1. When an identification number is used, a program shall maintain a 
cross-index relating each number to name and address of patients. 

2. Agents of DEm and SDLEA shall be granted immediate access to this 
index upon request and without advance notice. 

Treatment programs are advised to ensure that neither the Federal Drug 
'Enforcement Administration nor the State Drug Law Enforcement Acency are 
permitted *^y Rule 2.55(b) and (d) to have any access to treatment records 
without a court order. The program must take all reasonable precautions to 
avoid access to or disclosure of any patient information. In maintaining a 
registry or data bank in compliance with the Controlled Substances Act, 21 
U.S.C. 827 Section 307 and Section 303(g)(2) of 21 U.S.C. 823(g)(2), the 
registrant may refrain from using names and addresses in this registry and 
instead use identifying numbers on each client receiving a controlled drug. 

Rule 2.55(c) permits the Food and Drug Administration (FDA) access to he 
premises of registrants and all records maintained by a registrant on the 
patients served for the purpose of ensuring compliance with Section 4 of the 
Comprehensive Drug Abuse Prevention and Control Act of 1970 (12 U.SX. 
257a), Sections 303(g)(1) and 303(g)(3) of the Controlled Substances Act (21 
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U,S,C, 823(g)(1) and 823(g)(3)), and Sections 505 and 701(a) of the Federal 
Food, Drug, and Cosmetic Act (21 U.S.C, 355 artd 371(a)). The agents of 
the FDA have access to clinical records and may use names and addresses of 
patients in connection with their auditing or verifying of the program rec- 
ords. 

Rule 2.55(e) permits a qualified State Health Agency which has "express legal 
authority and responsibility to ascertain that registrants under its jurisdiction 
comply with appropriate treatment standards" to have access to the premises 
and to all records maintained by th« registrants to ensure compliance with 
treatment standards, and dispensing of narcotics and controlled substances. 
The agents of the State Health Agency must be persons who are qualified by 
experience and training to conduct inspections of health care facilities. 
These agents must maintain the confidentiality of all patient-identifying infor- 
mation. 

Points to Remember 

• Inasmuch as DEA Federal agents and State DLEA agents have access 
to the premises of registrant programs to verify compliance with the 
Controlled Substances Act Section 303(g)(2) of 21 U.S.C. 823(8)(^) 
and Section 307 21 U.S.C. 827, these agents are not authorized by 
Rule 2.55(b) and (d) to have access to clinical records. However, 
each registrant program must maintain a recordkeeping system of all 
the controlled drugs issued by the program. 

• Authorized agents of FDA, DEA, the State Di ig Law Enforcement 
Agency, and the State Health Agency may have access to the pre- 
mises of a registrant program without any prior notice of such 
intention to visit. 

• Registrant programs should request to examine the official identifi- 
cation of the agent. A record of the agent^s name, office, tele- 
phone number, and supervisor should be maintained for future 
reference. jf the agent fails to present an official identification, 
the program may refuse the agent access to the premises and the 
records of the registry until such time as the agent has produced 
an official identification. 

• Orily authorized agents of the FDA and the State Health Agency 
are: 

1. Permitted access to names, addressess, premises, and all rec- 
^ ords of the patient kept by the program to ascertain compli- 
ance with Federal and State laws; 

2, Permitted access to clinical as well as other records. 

• Authorized, qualified agents of the State Health Agencies are per- 
mitted access to all records kept on the patient and program to 
ascertain compliance with treatment standards under State law, 
especially those regulations and laws relating to quantities of narco- 
tic drugs that may be provided for unsupervised uso Dy persons 
receiving treatment from the program. 
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• Treatment programs are well advised to provide all auditors , and 
examiners and author'zed agents of FDA, DEA, the State Health 
Agency, and the State t)rug Law Enforcement Agency, with a 
statement requiring that they are bound by Rule 2.55 of 42 C.F.R. 
Pari 2 to maintain the confidentiality of all patient records. 

• Treatment programs should maintain a registry on the record of 
controlled substances prescribed and gi\?'en to patients in compliance 
with the Controlled Substances Act. This registry should be sepa- 
rate from other records. It should not contain any patient- 
identifying information, except a patient number to cross reference 
this record with the patient's regular file maintained by the agency. 
Of course, the registry data should indicate the type of drug, the 
quantity, and date the drug was prescribed and issued. 



S2,5G: PROHIBiTlON ON DISCLOSURE OF PATIENT 
IDEN TITIES FROM RESEARCH, AUDIT, 
OR EVALUATION RECORDS 



RULE 

Where the content of patient records has been disclosed pursuant 
to this subpart , foi the purpose of conducting scientific 
research, management audits, financial audits, or program evalua- 
tion, information contained therein which would directly or indi- 
rectly identify any patient may not be disclosed by the recipient 
thereof either voluntarily or in response to any legal process 
whether Federal or state. This prohibition does not affect the 
accessibility of the original records under authority of a court 
order referred to in subpart E. 

* ir * 



DISCUSSION 

Rule 2.56^prohibits the recipient of patient-identifying information pursuant to 
Subl^art D of the Federal regulations, for a management audit, financial audit, 
program evciluation, or scientific research, from disclosing information which 
directly or indirectly identifies any patient either voluntarily or in response 
to any legal suit or other legal process whether initiated at the local, State, 
or Federal level or by a patient, program, or other third party. ' 

It should be noted that this rule does not affect the disclosure of the origi- 
nal patient records maintained by the program under the authority of a court 
order granted in accordance with the criteria^ and procedures set forth in 
Subpart E of the Federal regulations. 
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Points to Remember 



Under no circumstances can secondary records originally disclosed 
pursuant to Rules 2.52, 2.53, 2,54, and 2.55 of the Federal regula- 
tions be disclosed in any manner which would disclose directly or 
indirectly any patient-identifying information. See, however, the 
exceptions provided by Rule 2.52(b). 

The treatment program(s) should remind researchers, auditors, -^d 
evaluators of the requirement that reports prepared should not 
include any reference to patient identities. 
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Sossion 11 ^ 
Subpart E— Court Orders 

§2.61 Legal Effect of Order 

§2.62 Inapplicability to Secondary Recor/Js 

§2.63 Limitation to Objective Data 

§2.64 Procedure and Criteria in General 

§2.65 Investigation and Prosecution of Patients 

§2.66 Investigation and Prosecution of Programs 

f^2.67 Undercover Agents and Information 

Learning Objectives 

Upon completing tnis session, participants should be able to: 

• Recognize the distinction between subpoena and court order (Rule 
2.61). 

• Know the process to be' followed by the court in granting a court 
order for the release of patient information (Rules 2.62-2.64). 

• Understand the process the court will utilize in granting an order 
for the release of patient-identifying information in connection with 
the investigation and prosecution of a patient in the program (Rule 
2.65). ^ 

• Comprehend the process the court will utilize in granting an order 
for the release of information related to the investigation and prose- 
cution of programs (Rule 2.66). 



RULE 



§2.61: LEGAL EFFECT OF ORDER 



Subsection (b)(2)(C) of the sections which authorize this part 
(21 U.S.C. 1175 and 42 U.S.C. 4582) empowers the courts, in 
appropriate circumstances, to authorize disclosures which would 
otherwise be prohibited by subsection (a) of those sections. 
Subsection (b)(2)(C) operates only as a mechanism for the relief 
of the duty imposed by subsection ,a) and not as an affirmative 
grant of jurisdiction to authorize or compel disclosures prohib^ 
it^d or privileged by other provisions of law, whether Federal or 
State. An order or provision of an order based on some other 
authority, or a subpoena, 'or other appropriate legal process, is 
required to compel disclosure. Tp illustrate, if a person who 
maintains records subject to this part is merely requested, or is 
even served with a subpoena, to disclose information contained 
therein in a manner prohibited in the absence of a court order, 
he must refuse such a request unless, and until, an order is 
issued under subsection (b)(2)(C). Such 4/i order would remove 
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the prohibition, but could not, of its own force, require disclo- 
sure. If there wer^j no subpoena or other compulsory process, ^or 
a subpoena had been issued but had expired or been quashed, the 
custodian of the records would have discretion as to, whether to 
disclose the information sought unless and until disclosure were 
ordered by means of appropriate legal or administrative process, 
the authority for which would have to be found in some source 
other than subsection (b)(2)(C) of the sections authorizing this 
%part. 

* * * . . 



DISCUSSION 

If a person who maintains drug or^alcohoT abuse patient records is merely 
requested, or even served with a subpoena, to disclose information from the 
records in a manner prohibited in the absence of a court order, he must 
refuse such a request unless, and until, an order is issued under subsection 
(b)(2)(c) of the sections that authorize this part (21 U.S,C. 1175 and 42 
U.S.C. 4582). Such an order would remove the prohibition of subsection (aX 
of those sections, but could not, of its own force, require disclosure. In 
addition, even if a court order were issued but there were no subpoena or 
other compulsory process, or a subpoena had been issued but had expired or 
been quashed, the custodian of the records would have discretion as to 
whether to disclose the information sought unless 'and until disclosure were 
ordered by means of appropriate legal or administrative process. 

points to Remember 

• A subpoena is a writ, or order issued by an officer of the court 
(i.e., lawyer, clerk of the court), under which one is directed to 
appear, or to produce documents or papers in one's possession or 
under one's control. Although a subpoena is issued under the 
authority of the court. Rule 2.61 requires that a treatment program 
refuse .to turn over any information until a court order is obtained 
in compliance with Subpart E. A subpoena does not authorize dis- 
closure, but a court order does. 

• If a program is presented with a court order -and a subpoena, the 
program is required to disclose the information requested. if the 
program objects or decides^ not to disclose the information 
requested, the program director should go to court to state the 
reasons for objecting to the disclosure qf the inforrjjation. Failure 
to respond to the court order and appear before the court may 
result in a citation for contempt of count jDeing issued by the judge 
against the program director. 

; • It is advisable that, when a program is presented with a subpoena 
or a court orJeip, an attorney be consulted for advice on handling 
this legal problem. 

• Each program should establish appropriate procedures for respond- 
ing to subpoenas an<4 court orders. The staff should be advised 
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that any subpoena or court ordef* be referred to the program direc- 
tor or to his or her designee. This procedure .would eliminate Con- 
cern and confusion among program personnel and minimize the 
chances of unnecessary or unauthorized disclosure of patient- 
identifying Information. 

? 

/ 

§2.62: INAPPLICABILITY TO SECONDARY RECORDS 



RULE 

The authority which subsection (b ) (2) (C) of the sections which 
authorize this part (21 U.S.C. 1175 and 42 U.S.C. 4582) confers 
on courts to issue orders authorizing the disclosure of records 
applies only to records referred to in subsection (a) of such 
sections, that is, the records maintained by treatment or 
research programs which have patients, and not to secondary rec- 
ords generated by the disclosure of the subsection (a) records to 
researchers, auditors, or evaluators 'pursuant to subsection 
(b)(2)(B). 

* * * 



DiscussroN 

A court order may authorize treatment or research programs to disclose rec- 
ords that have patient-identifying information, but a court order does not 
apply to secondary records kept by program staff researchers, evaluators, or 
auditors that are obtained through disclosures from t^ program under Rules 
2.52, 2.53, 2.54, and 2.55. 

Points to Remember 

• Rule' 2.62 does not authorize disclosure of secondary records gen- 
erated as a result of a disclosure to researchers, auditors, or eval- 
uators. ^ * 



§2.63: LIMITATION TO OBJECTIVE DATA 



RULE 



(a) Limitation to objective data . Except as provided in para- 
graph (b) of this section, the &cope of an order issued pursuant 
to --this subpart may not extend to communications by a patient to 
persotinel of the program, but shall be limited to the facts or 
dates of enrollment, discharge, attendance, medication, and simi^ 
lar objective data, and may include only such objective data as 
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is necessari/ to fulfill the purposes for v/hich the order is 
issued. 



(t) Exception . When a p^^tient in litigation offers testimony or 
other evidence pertaining to the content of his communications 
with a program, an order under this subpart mag authorize the 
submission of testimong or other evidence bg the program or its 
personnel. 



DISCUSSION 

Rule 2.63(a) limits the disclosure under a court order to objective data. This 
objective data is confined to the facts or dates of enrollment/ discharge, 
attendance, termination, type of medication, and quantity and dosage of medi* 
cation, and may include similar objective data necessary to fulfill the purposes 
for which the court order is jssued and directed. 

Rule 2.63(b) authorizes disclosure of testimony or other evidence when a 
patient in litigation offers testimony or other evidence pertaining to any com- 
munication he or she had with a program. Since the" patient made this admis* 
sion and disclosure during litigation (criminal civil), the court may order 
the submission ^ this evidence and information by the appropriate personnel 
and the treatment program involved. 

Points to Remember 

• Generally, court orders can release only objective data recorded by 
' the program. 

• An exception to this rule exists when a patient involved in legal 
proceedings offers evidence in relation to the content of his or her 
communication with a program. Then, other interested parties may 
attempt to secure the content of the communication by seeking a 
court order authorizing the s-iomissicfh of this testimony or other 
evidence by the program or its personnel maintaining this informa* 
tibn. 



§2.64: PROCEDURES AND CRITERIA IN GENERAL 



RULE 

(a) Identity of patient . Applications for court orders to 
authorize disclosure of records pertaining to a known patient 
shall not use the real name of the patient unless^*Yhe patient 
consents thereto voluntarilg and intelligently. In the case of 
an ex parte application initiated by the patient, the application 
should be instituted in the name of a fictious person, such as 
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Jon Doe, unless the patient requests otherwise. The same proce- 
dure should be followed in the case of a separate proceeding held 
in conjunction with a pending criminal or civil action. Any 
court order should identify the patient fictitiously, and the 
disclosure of the patient's real name should be communicated to 
the program in such manner as to protect the confidentiality of 
the patient's identity. 

(b) Notice . In any proceeding not otherwise provided for in 
this subpart, in which the pat^^ent or the program has not been 
made a party, each shall be given appropriate notice and an 
opportunity to appear in person or to file a responsive state- 
ment, deposition or other form of response consistent with local 
rules of procedure. The court shall give due consideration to 
any such statement, deposition or other response in exercising 
its discretion as to the existence of good cause and, if deemed 
necessary or desirable, consistent with local rules of procedure, 
it may order the program director to appear and give direct tes- 
timony. 

(c) Hearings . All hearings and all evidence in connection 
therewith shall be held or taken in the judge's chambers, unless 
the patient requests an open hearing or the court determines that 
such hearing is consistent with the public interest and the pro- 
per administration of justice. 

(d) Good cause . No order shall be issued unless the record 
shows that good cause exists, and in assessing good cause, the 
court shall weigh the public interest and the need for disclosure 
against the injury to the patient, to the physician- patient rela- 
tionship, and to the treatment services. 

(e) Need for disclosure . If other competent evidence or sources 
of information are available, the court should ordinarily deny 
the application. 

(f) Adverse effects . If there is evidence that disclosure would 
have an adverse effect upon successful treatment or rehabilita- 
tion of the patient or would impair^^^tMe effectiveness of the pro- 
gram, or other programs similarly situated, in the treatment or 
rehabilitation of other patients, the application should be 
denied unless the court finds that the adverse effects are out- 
weighed by other factors. 

(g) Content of order . Any order authorizing disclosure shall-- 

(1) Limit • disclosure to those parts of the patient's record 
deemed essential to fulfill the objective for which the order was 
granted; 

(2) Limit disclosure to those persons whose need for information 
is the basis for the order; and 
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(3) Include any other appropriate measures to keep disclosure to 
a minimum for the protection of the patient, the physician- 
patient relationship and the treatment services. 

Applications not otherwise provided for . In any case not 
otherwise provided for in this subpart, application for an order 
authorizing disclosure of records to which this part applies may 
be made by any person who has^ a legally cognizable interest in 
obtaining such aisclosure. 

* * * 



DISCUSSION 

Rule 2.64 outlines procedures for the granting of a court order to disclose 
patient-identifying information and provides due process protection for both 
the patient and the program so that privacy and the physician-patient rela- 
tionship are maintained. 

The identity of the patient must be safeguarded as in Rule 2.64(a). The 
court order authorizing the disclosure will not use the real name of the 
patient unless the patient consents voluntarily and intelligently with no coer- 
cion. Therefore, any court order issued will normally use a fictitious name 
whether the proceeding is a criminal or civil action. 

Where provided for under the Federal regulations and subpart the program 
and the patient should be given adequate notice of a pending court order or 
an application for a court order so that both the patient and the program will 
have an opportunity to be heard (see Rule 2.64(b)). 

Rule 2.64(c) stated that all hearings and all evidence pertaining to an appli- 
cation for a court order shaU be held in the judge's chamberi . There are 
some exceptions, namely I) when the patient (not the program) requests an 
open hearing, or 2) the court determines that it M be in the public interest 
and proper administration of justice to hold the jring in open court. 

Before a court order is granted under subpart E, the court will weigh 
whether good cause is established in the application. The court will also 
weigh the public interest and the need for disclosure against the potential 
damage to the patient, to the physician-patient relationship, and to the treat- 
ment . serviced (Rule 2.64(d)). Also, if the court finds that there is any 
competent evidence or independent sources of information available to the 
applicant and the court, good cause will not be found and this information 
will not be released. 

Finally, the court must weigh evidence of any adverse effects that granting 
the order will have on the successful treatTient or rehabilitation of the 
patient, or on the effectiveness of the program or the treatment and rehabili- 
tation of other patients. 

When the court has decided to grant the court order authorizing disclosure 
according to this subpart E of the Federal regulations, the content of the 
order shall: 
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1. Limit disclosure to those parts of the patient's record that are 
essential to fulfill the stated objective for which the order was 
granted. 

2. Limit disclosure to those individuals whose need for the infon/iation 
was the basis of the order that was applied for. Only those per- 
sons who are identified in the order will have access to the infor- 
mation to be disclosed. 

3. Limit the disclosure of information pursuant to the court order by 
including in the order any appropriate safeguards and measures 
that will protect the confidentiality of the patient, the physician- 
patient relationship, and the treatment services. 



Points to Remember 



The right to a hearing in the judge's chambers as in Rule 2, 64(c) 
is not an automatic-or exclusive right. 

A court order will not be issued unless the court finds good cause 
after weighing the evidence provided, by the applicant of the order 
and the objections raised by the patient and program. 

The court will weigh the adverse effects the granting of an order 
will have on the successful treatment of the patient and the ability 
of the program to provide services to other patients. The 
physician-patient relationship will be examined as the court assesses 
the need for disclosure of the information. 

Anyone requesting a court order must establish a need for disclo- 
sure of the information on the patient by the program, since there 
is no other independent way of obtaining competent information and 
the necessary information. If it can be established that the infor- 
mation requested is already in the possession of the person 
requesting the order or that other means of getting the same infor- 
mation are available, then the court should ordinarily deny the 
application for an order. 

An authorized court order by a competent court with competent jur- 
isdiction should be a) confined to relevant' and pertinent informa- 
tion, b) objective data, and c) specifically limit those persons who 
will have access to the information, d) provide for appropriate mea- 
sures to maintain the confidentiality of the patient, and e) protect 
the patient's identity by using a fictitious name such as either Jane 
Doe or John Doe or some other assumed name. 



Progrcmis are advised to secure legal counsel to represent them at any hear- 
ting relied to a pending court order. The legal procedures of a competent 
court wiX best be followed by an attorney. Proper legal representation at 
these hea^rings is important to the protection of the rights of the patient and 
to the treatment program. This legal representation might make the differ- 
ence in granting a denial of a court order. 
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§2.65: INVESTIGATION AND PROSECUTION OF PATIENTS 



RULg 

(a) Applicability . This section applies to any application by 
an investigative, law enforcement, or prosecutorial agency for an 
order to permit disclosure of patient records for the purpose of 
conducting an investigation or prosecution of an individual who 
is, or who is believed to be, a present or former patient in a 
program. 

(b) Notice . Except where an order under §2.66 is sought in con^ 
junction with an order under this section, any program with 
respect to whose records an order is sought under this section 
shall be notified of the application and afforded an opportunity 
to appear and be heard thereon. 

(c) Criteria . A court may authorize disclosure of records per^ 
taining to a patient for the purpose of conducting an investiga^ 
tion of or a prosecution for a crime of which the patient is sus^ 
pected only if the court finds that all of the following criteria 
are met: 

(1) The crime was extremely serious, such as one involving kid^ 
napping, homicide, assault with a deadly weapon, armed robbery, 

X rape, or other acts causing or directly threatening loss of life 
or serious bodily injury, or was believed to have been committed 
on the premises of the program or against personnel of the pro^ 
gram. 

(2) There is a reasonable likelihood that the records in qrues- 
tion will disclose material information or evidence of substan^ 
tial value in connection with the investigation or prosecution. 

(3) There is no other practicable way of obtaining the informa^ 
tion or evidence. 

(4) The actual or potential injury to the physician- patient 
relationship in the program affected and in dher programs simi- 
larly situated, and the actual or potential A.irio to the ability 
of such programs to attract and retain patients, is outweighed by 
the public interest in authorizing the disclosure sought. 

(d) Scope . Both disclosure and dissemination of any information 
from the records in question shall be limited under the terms of 
the order to assure that no information will be unnecessarily 
disclosed and that dissemination will be no wider than necessary. 
Under no circumstances may an order under this section authorize 
a program to turn over patient records in general, pursuant to a 
subpoena or otherwise, to a grand jury or a law enforcement, 
investigative, or prosecutorial agency. 
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(e) Counsel . Any application to which this section applies 
shall be denied unless the court makes an explicit finding to the 
effect that the program has been afforded the opportunity to be 
represented by counsel independent of counsel for the applicant, 
and in the case of any program operated by any department or 
agency of Federal, State, or local Government, is in fact so rep- 
resented. 

* * ♦ 



DISCUSSION 

Rule 2.65 applies when an application for a court order is made to disclose 
information to an investigative, law enforcement, or prosecutorial agency, for 
the purpose of conducting an investigation or prosecution of an individual 
who is (or is believed to be) a present or former patient in a program. This 
rule requires that the following procedures be followed: 

L The program whose records are being sought must be notified 
within reasonable time of the application for a court order. The 
program must be given an opportunity to appear personally or by 
counsel and present evidence regarding this request. 

2. The right to legal counsel is afforded the program, and in the case 
of a Federal, State, or local entity, legal counsel is also required. 
An application for a court order will be denied unless the court 
hearing such a request finds explicit evidence that the program or 
governmental entity has been given the opportunity to be repre- 
sented by counsel. 

3. The court must be satisfied that the information sought cannot be 
secured by any other means and that this information will be 
material, relevant, and of substantial value in connection with the 
investigation and/or prosecution. ^ 

4. A court order pursuant to Rule 2.65 may not authorize a program 
to disclose general information about a patient. The dissemination 
and disclosure of the information from the patient's record must be 
limited to the information that is necessary in light of the scope of 
the order issued. 

Points to Remember 

When application for a court order is made under this section, the following 
rules apply: 

• Except where an order under Rule 2.66 is sought in conjunction 
with an order under this section, the program must be notified of 
the application and be given an opportunity to testify. y 

• The program has a right to be represented by counsel. 
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• The programs funded by Federal, State, or local government must 
be represented by counsel. 

The court may not authorize a program to turn over records in general . 
Information must be limited under the terms of the court order. 

The following requiremrents must be met before a court may require disclo- 
sure: 

• The crime must be extremely serious. 

• There must be no other practical way of obtaining the information 
sought. 

• There must be a reasonable likelihood that the records disclosed will 
substantially aid in the investigation. 



§2.66: INVESTIGATION AND PROSECUTION OF PROGRAMS 



RULE 

(a) Ap^licabiliti/ . This section applies to any application by 
an administrative, regulatory, supervisory, investigative, law 
enforcement, or prosecutorial agency for an order to permit dis- 
closure of patient records or the making of copies thereof 
(including patient identifying information) for the purpose of 
conducting an investigation or an administrative or judicial pro^ 
ceeding with respect to any program or any principal, agent, or 
employee thereof in his capacity as such. 

(b) Notice . An application under this section may, in the dis- 
cretion of the court, be granted without notice, but upon the 
implementation of any order so granted, the program shall be 
afforded an opportunity to seek the revocation or amendment of 
such order. 

(c) Scope . Both disclosure and dissemination of any information 
from the records in question shall be limited under the terms of 
the order to assure that patient identities will be protected to 
the maximum practicable extent, ana that names and other identic 
fying characteristics of patients are expunged from any documents , 
placed in any public record. No information obtained pursuant to 
an order under this section may be used to conduct any investiga^ 
tion or prosecution of a patient, or be used as the basis for an 
application for an order under §2.65. 

♦ ♦ }«e 
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DISCUSSION 



When an application is made for disclosure of patient information pursuant to 
an administrative, judicia', or investigative proceeding of any program or its 
employee(s), at the discretion of the court, the application for disclosure may 
be granted without notice to the program. However, if an order is granted 
under these circumstances, the program must be given an opportunity to seek 
revocation or amendment to the order. The program or its legal counsel may 
raise any reasonable objection to the granting of this order. 

In all instances, a court orde ^ under Rule 2.66 should limit disclosure to the 
information relevant and necessary to accomplish the purpose of this order. 
The order shall also protect the patients' identities to the maximum degree 
and extent practical. The party or parties receiving information disclosed 
under such an order will be prohibited from using it to conduct an investiga- 
tion or prosecution of a patient or even as a basis for securing a court order 
authorized under Rule 2.65 relating to ''Investigation jnd Prosecution of 
Patients.'* 

Points to Remember 

• A court order for the disclosure of information under Rule 2.66 may 
be granted without notice to programs. However, the program must 
be allowed the opportunity to seek revocation or amendment of the 
order before the order is fully executed. 

• An order so granted should ensure that maximum protection is pro- 
vided to protect patient identities. 

• Any information that is disclosed under this section cannot be used 
to prosecute or investigate patients or to secure a^court order 
under Rule 2.65 of this subpart E. 

• An application for a court order issued under Rule 2.66 makes it 
possible for any local. State, or Federal administrative, regulatory, 
supervisory (Single State Agency for alcohol or drug abuse activi- 
ties), investigative, law enforcement, or prosecutorial agencies, to 
seek disclosure of patient records, including the making of copies 
for the purpose of conducting an investigative, administrative, or 
judicial proceeding. 

• An order granted under Rule 2.66 could authorize disclosure for an 
investigation and/or judicial proceeding against; 

an employee 

an agent of the program 
a principal of the program 
a program. 
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§2.67: UNDERCOVER AGENTS AND INFORMANTS 



RULE 



(a) Applicabilittf. This section applies to any application by 
an administrative, reg-alatory. supervisory, investigative, or law 
enforcement agency for an order to permit such agency to have an 
undercover agent or informant in a program under circumstances 
which would otherwise be prohibited under S2. 19. 

(b) Notice. An order under this section may be granted without 
notice where the criminal conduct for the investigation of which 
It IS granted is believed to be carried on by the program direc- 
tor or by any employee or agent of the program with the knowledge 
of the program director or under such circumstances that in the 
exercise of reasonable care the program director should know of 
such conduct, under any other circumstances, an order under this 
section may be granted only after the program director has been 
afforded notice and opportunity for hearing. 

(c) Criteria. An order under this section may be granted only 
where there is reason to believe that a program or any principal, 
agent, or employee thereof is engaged in serious criminal miscon- 
duct, and that other means of securing evidence of such criminal 
misconduct are not available or would not be effective. 

(d) Scope. An order granted pursuant to this section may autho- 
rize the use by the applicant of an undercover agent or infor- 
mant, either as a patient or as an employee, of the program in 
question. 

rime periods. -An order under this section may not authorize 
the use of an undercover agent for an initial period exceeding 60 
days. At any time prior to the expiration of such 60-day period, 
the applicant may apply for an order extending such period for an 
additional period not to exceed 60 days, but ip no event may the 
use of an undercover agent in any program be authorized for more 
than 180 days in any period of 12 consecutive months. 

^"ty of agent. Except to the extent expressly authorized in 
an order under this section, which shall be limited to disclosure 
of information directly related to the purpose for which the 
order is granted, an undercover agent or informant shall for the 
purpose of this part be deemed an agent of the program within 
which he is acting as such, and as such shall be subject to all 
of the prohibitions of this part applicable to disclosures of any 
information which he may acquire. 
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DISCUSSION 

Rule 2.67 applies to any application for the placing of an undercover agent or 
informant in a program under circumstances which would normally be prohib- 
ited under Rule 2.19 of the Federal regulations. 

An order may be granted without any notice to the program in those 
instances where the serious criminal misconduct related to the investigation is 
attributed to the program director or an employee or agent of the program 
acting with the knowledge of the program director. 

When such an order is granted, it will authorize the use of an undercover 
agent for an initial period of up to 60 days. The applicant must apply for an 
extension of such a period prior to the expiration of the ^O-day period^ The 
total number of extensions may not exceed 180 days during any 12 consecutive 
months. Except as expressly authorized by the court order, an undercover 
agent or informant is subject to all the provisions of this part applicable to 
disclosures of any information which he or she may acquire. 

Points to Remember 

• A court order may authorize the use of informants and undercover 
agents either as patients and/or employees of the program. 

• The order may not authorize the use of an undercover agent or 
informant for an initial period exceeding 60 days. Before the order 
expires, the applicant for the original order may apply for an 
extension for an additional 60 days. An undercover agent cannot 
be authorized for use \h any program for more than 180 days any 
period of 12 consecutive months. Except as expressly authorized by 
the court order, an undercover agent is subject to all the provi- 
sions 0^ this part applicable to disclosures of any information which 
he or she may acquire. 

• The applicant for such an order must establish that a program, or 
any principal, agent, or employee thereof, is engaged in • serious 
criminal misconduct. Furthermore, the applicant must establish that 
no other effective means is available to sec ire evidence of such 
criminal misconduct. 
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Outline of Court Order Authorizing Disclosure of Alcohol 
or Drug Abuse Patient Records Under 42 C.F.R. Rules 2.61-2.64 



1. In accordance with (U.S^ code citation to the- drug or alcohol confidenti- 
ality statute, as appropriate) and (the pertinent sections of the regulations, 
e.g., Subpart E of 42 C.F.R. Part 2), this court finds: 

(a) That the record shows good cause (as required in § 2.64(d)) for 
the disclosure of certain objective data (limitations set forth in §2.63 (a)) 
specified below, pertaining to John Doe (pseudonym used in accordance with 
the intent of §2. 64(a) and (g)(3)) for the purpose of 

(b) (The specific facts necessitating disclosure) outweigh the possible 
injury to the patient, etc. (follow the language set forth in §2.64 (d) and in 
subsection (b)(2)(C) of the authorizing statute) and outweigh the. following 
adverse effects upon the successful treatment or rehabilitation of the patient, 
etc. (follow the language set forth in § 2.64(f)) 



(c) (Optional) Further, that disclosure will benefit the patient as fol- 

•y^^^ ; or that 

disclosure will benefit the effectiveness of the treatment program or other 
programs similarly situated as follows: 



2. It IS therefore ordered that ( the program and/or name(s) of responsible 
prografp staff) is (are) authorized, in accordance with 42 C.F.R. §2:61-2.64 
and (the appropriate U.S. Code citation) to disclose to this court and/or to 
the following named parties who have a need to know this information: 

which is essential to fulfill the above-described objective(s) . These persons 
(may not redisclose the information, or may redisclose the information only as 
follows: ^ 

To the extent the disclosed information is to be retained by the court, in 
accordance with §2. 64(g)(3), it will be kept in a sealed record. 

(Optional) Except pursuant to an authorizing court order issued in accordance 
with §2.65, no information disclosed pursuant to this order may be used to 
initiate or substantiate any criminal charges against a patient or to conduct 
any investigation of a patient. 



1 

42 u.S.C. 4582 for disclosures of alcohol abuse patient records. 
21 U.S.C. 1175 for disclosures of drug abuse patient records. 
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Exercise VII: Court Orders and Investigation of Patients, Rule 2.65 



Problem ^Thomas Halpert was* enrolled in the Westwood Drug Treatment 

Program's inpatient facility. During the period of his involve- 
ment with the program, he was arrested on the charge of 
assault with a deadly weapon. It was discovered that during 
his enrollment, a series of assaults occurred within close prox- 
imity to th,e program premises. Mr. Halpert was implicated in 
these assaults. 

The Office of the State prosecutor has filed an application for 
a court order authorizing the disclosure of information pertain- 
ing to Halpert's attendance and progress within the program. 

Products I. Individually prepared outline of procedures to be followed 

by the program, including both legal and disclosure pro- 
cedures. 

2. A single procedural outline to be followed by the pro- 
gram, prepared by the group and recorded on newsprint. 



Directions 1. Meet in your assigned small group. 

keeper, recorder, and spokesperson. 



Choose a time- 



Timekeeper: Allow about 10 minutes for the individual work, 
5 minutes for exchange of work and feedback, 
and 10 minutes for the group's procedural out- 
line. 



Recorder: 



When the group develops its outline, print the 
procedures clearly on newsprint. 



Spokesperson: 



Be prepared 
work. Bring 
room; display, 
to l^resent. 



to present/clarify the group's 
newsprint to the main meeting 
You will have about 5 minutes 



2. Working individually , outline the procedures to be fol- 
lowed by the program, considering both legal and disclo- 
sure procedures. (10 minutes) 

3. Exchange outlines with another person in your group. 
Discuss whether ttje conditions that exist are consistent 
with those requirements that must be met before a court 
order is obtained. If appropriate, revise your outlines. 
(5 minutes) 

4. Draw up a single procedural outline represertting the best 
thoughts of the group on both legal and disclosure proce- 
dures. Be specific. Put this outline on newsprint. 

Trainees are urged to seek help, if needed, from the training staff. 
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Exercise VIII: Court Orders ond Investigation* of Programs, Rule 2.66 



Problem 



Products 



The director of Project Seek-Out 1$ suspected ot mishandling 
monies appropriated for program operation. Because of the 
nature of the illegality, a Federal prosecutorial agency has^ 
filed an application for the disclosure of the financial records' 
of the program. 



The financial information sought concerns the specific area of 
monies spent for laboratory tests administered to all program 
clients. These •services are provided by a qualified service 
organization that was contracted for these specific tests. 

I. Individually prepared outline of procedures to be followed 
in compliance with- Rule 2,66. 



Directions 



2. 



I. 



Group -prepared composite procedural outljne, printed on 
newsprint. 

Meet in your assigned small group. Choose a timekeeper, 
recorder, and spokesperson. 



Allow 5 minutes for individual work, 5 minutes 
for exchange and feedback, and 5 minutes for 
the composite group outline. ^ 

When the group develops its composite outline, 
print the procedures clearly on newsprint. 



Timekeeper: 



Recorder: 



Spokesperson: Be prepared to . present/clarify the group's 
work. Post newsprint in retain meeting r'oom. 
You will have ibofut 3 minutes to present. 

2. Working individually, develop an outline of procedures to 
be employed in compliance^with Rule 2.66. (5 minutes) 

3. Exchange individually prS^ared procedural outlines. Dis- 
cuss the issues of-0 the program's responsibility toward 
client confidentiality during the audit; 2) the appropriate 
safeguards to ensure confidentiality; and 3) responsibili- 
ties and limitations of the court with respect to the use of 
program records. (5 minutes) 

4. Working within your specified group, draw up one compo- 
site procedural outline. Make sure that your outline 
responds to the three issues raised in your exchange dis- 
cussion. Put this outline on newsprint. (5 minutes) 



Trainees are urged to seek help, if needed, from the training staff. 
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Session 12 
" Issues in Confidentiality 

Liability Insurance 
Legal Counser 

Physicell Security of records 
Written Procedures 
Staff Education 

Education of the Governing Body of Each Program 

Interagency Cooperation 

Statf; and Federal Monitoring " , 

Amendments to State and FedeJ^al Laws on Confiderttiality 
/ Ethical Considerations 



SUMMARY AND PRACTICAL APPROACHES TO CONFIDENTIALITY ISSUES 



Liability Insurance 

Rule 2.14 of the Federal Regulations on Confidentality of Alcohol and Dr.- '5 
Abuse Patient Records imposes a fine of not more than $500.00 for a violation 
tharfis a first offerise. The penalty means that an individual staff member 
might, if found in violation, be assessed a fine. Whether or not this penalty 
could be foun4. applicable to a program or entity is unclear. It will depend 
on the ruling of the court. r 

Although it is questionable whether malpractice insurance would cover the 
assessment of this fine (which has been determined to be a criminal penalty 
by the Department of Health, Education, and Welfare Office of General Coun- 
sel), all treatment personnel and key administrative staff may wish to con- 
sidfir obtaining malpractice insurance covering violations of patient(s) confi- 
de ♦'riitty. 

Legal Couns el 

It is advisable for alll programs and ^tities to s^ek the advise of legal coun- 
sel to review their program guidelines, and to respond to questions requiring 
a legal opinion and interpretation of the Federal and State laws and regula- 
tions. This consultation is ' especially important when responding to court 
'orders or subpeonas for the disclosure of patient information. 

Physical Security of Records 

Federal Rule 2.17 mandates that all pitient information be keot in a secured 
room or in secured cabinets. 

• A system should be established for retrieval of these records. 

« 

• A recordkeeper should be available to mar age these records. 

• Access to patient records should be limited. 
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• Failure to keep records in the secured fashion required of the reg- 
ulations will result in a violation of Federal laws and rules. 



Written Procedures ^ 

Rule 2.17 requires that a written procedure should be in effect regulating 
and controlling access by those members of the staff whose responsibilities 
require such access and providing for accountability . 

I^rogrSms are advised to prepare written procedures on the confidentiality of 
alcShol and drug abuse patient records. These should be incorporated into 
the personnel policies of the program. Additionally, the written policies and 
procedures should form the basis for on-going orientation and education of 
staff. it is advisable to consult an attorney who will review these policies 
and procedures for compliance with Federal and State laws and regulations. 

Staff education 

Staff education should be an on-going process for the effective implementation 
a?id enforcement of the basic laws, regulations, and internal procedures on 
confidentiality. The present personnel^olicies should be expanded to include 
the program's confidentiality policies^and m^ocedures. 

The following areas should be incorporated\in any staff education program: 

• The Federal Rules as embodied in th ^Federal Register , Volume 40, 
No. 127, entitled "Confidentiality of Alcb^iol and Drug Abuse Patient 
Records'* ; 

• The relevant State law^ and regulations on c^fidentiality; 
The program's policies and procedures on confidentiality; 

• Any specific cases that have been decided by tny^ courts in the 
State . 

In summary, staff education is an indispensable activity for the programs to 
undertake on an bn-going basis. Since violations of the confidentiality rules 
and regulations result in personal liability, it is necessary for each staff mem- 
ber to receive adequate information on the rules and regulations pertairring to 
confidentiality of alcohol'^nd drug abuse patient records. V 

Education of the Governing Body of Each Program 

The, governing body of each program or eritity should be informed regarding 
the requirements of the Federal and State laws and regulations. This educa- 
tion process should be set up to alert the governing body to the fact that 
m'^mbers might be held liable for any breach of the Federal and State laws 
a\^CJ regulations. Special attention should be given to: 

• Approval of the official written policies and procedures pertaining 
to confidentiality of patient records; 
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• Review of existing liabiJ[ty insurance policies covering violations of 
patient(s) confidentiality"; 

• A system for updating and amehc^ing of the written policies. 

• A system for recording, hearing, and resolving basic complaints on 
violations of confidentiality of patient records. 

J, 

Interagency Cooperaiion *r 

The Rule 2.ll(n) concerning qualified service organizationsxand Rule 2.34 on 
the Central Registry and other relevant sections of the rules provide agencies 
with the opportunity to share, refer, and receive information w1<hout violating 
the righ"t^vfldL.tj>€ patients or any Federal or State law. The very joundation 
of any interagency collaboration should be the entering in of an agreement 
between the two agencies. This agreement should embody the legal r^uire- 
ments of Rule 2.ll(n) on qualified service organizations, when appropriate. 



State and Federal Monitoring 



It should be noted that the trend is towards establishing specific systems for 
th'e enforcement of the confidentiality laws and rules. 

Program monitoring by State and Federal agencies has been broadened to 
include examination of the program policies, procedures, and records to 
ascertain whether there has been compliance with the Federal and State laws 
and regulations on confidentiality of alcohol and drug abuse patient records. 

Some States have delegated the responsibility for monitoring enforcement to 
substance abuse program staff, the Attorney General, or the Chief Counsel 
for Substance Abuse. For Federal Government, the National Institute on 
Drug Abuse and the National Institute on Alcohol Abuse and Alcoholism have 
recently set up units for compliance. These units will answer questions on 
enforcement of the confidentiality laws and regulations. 



AMENDMENTS TO STATE AND FEDERAL LAWS 
AND REGULATIONS ON CONFIDENTIALITY ' 



As case law and administrative decisions develop in this area, amendments will 
probably be made to the laws and regulations at both the Federal and State 
levels. In order to ke^p up with changes, it is necessary to review Federal 
and State legislative publications and the Federal Register for changes in the 
rules. 

Ethical Considerations 

Programs have an ethical responsibility to educate patients/clients in their 
rights to confidentiality of their oral and written records as required b,y Fed- 
eral and State laws and regulations. Although research of the Fe^leral and 
State laws on confidentiality indicates that no express requirement has been 
written into any of these laws or regulations that programs educate their 
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patients/clients on their rights to corK(identiality , an implicit ethical require- 
ment is apparent. 

The illustration on patient education- is intended to provide the reader with a 
conceptual framework for implementing ar\ education program for patients. 
The following guidelines should be followed: 

• Education of patients on confidentia\ity should be an on-going pro- 
cess. 

• Education should begin at " intake . " 

The patient should be informed ab^ t program rules and regu- 
lations regarding confidentiality of patient records. The vari- 
ous consent forms should be reviewed!^ with the client. 

\ 

The client should be told about his/he^ responsibility to follow 
the confidentiality procedures in addition to maintaining the 
confidentiality of any oral or written records and communica- 
tion about himself or any other patient in the program. 

The program should get the patient to stipulate the persons to 
whom the program can acknowledge his or her absence. 

If the program uses a central registry, the client should be 
informed of this fact and the necessary consent form should be 
completed. 

The qualified r^ervice agreement should be discussed with the 
cliert regarding those programs and entities with whom there 
is an ^: cisting qualified service agreement. 

Active Clients 



The active clients should receive specific education around the program's 
guidelines on confidentiality in the following areas: 

Release of information in general; 

Required consent forms according to Rule 2.31; 

Traveling clients; 

Incarcerated clients; 



Procedures regarding group counseling and individual counseling; 
Emergency procedures and the requirements in Rule 2.5L 



Terminated Clients 



\ 



The terminated "clients' records should be maintained in a confiden- 



tial manner 



\ 



\ 
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• . A procedure should be established for handling requests for rec- 

ords of terminated clients. Special steps should be taken to verify 
the identity of the requestor to ensure that it is the client or some- 
one duly authorized to request this release under Federal and State 
laws. 

• The records of terminated clients should be maintained in a secured 
room and in locked cabinets which are fireproof. The program 
should limit access to these records. 

• The records of terminated clients should be retained for the period 
specified by State alcohol and drug abuse laws and regulations. It 
should be noted that the Federal laws and regulations do not spcify 
the period of retention of terminated client records. Recommended 
procedure is that terminated patient records be maintained for a 
minimum of 5 years from the official recorded date of said termina* 
tion. 

Summary 

A concerted effort is needed in the area of patient education of confidential- 
ity. We have to be reminded that programs must first get their procedures 
written up and staff fully trained to implement these procedures. Education 
of patients should be a gradual* and on-going process. Programs should set 
up a mechanism to deal with internal complaints of clients regarding violations 
of the confidentiality of their patient records. The program's attorney should 
be available to provide legal advice on any matters related to confidentiality. 
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Session 13 
Posttest 

Confictontlallty Rtgulations Revtow tost 



The following is a brief test of major points in the Federal confidentiality 
regulations covered by this course. The test is intended as an assessment 
tool to determine how well you have grasped the major issues surrounding the 
confidentiality regulations and their application. After completing this post- 
test, check your answers. If you have missed any, it would be helpful for 
you to review these areas for clarification. 

The first 17 questions are True or False. Circle the letter on your answer 
sheet to indicate whether each statement is true or false. 



TRUE OR FALSE 

1. Qualified personnel of the Food and Drug 'Administration may audit rec- 
ords of a narcotics maintenance program, and have access^ to patient- 
identifying information, without the written consent of the patient. 



The parent of a minor communicates his permission for his child to enroll 
in a drug treatment program in a State where parental consent is 
required. Later the parent contacts the program for information pertain- 
ing to the minor's treatment. The program cannot communicate this 
information without the minor's written consent, 



Patients may not be issued and required to carry identification cards on 
the premises of a given program to be used for the purposes of correct 
recording of medication and positive identification. 



4. The only conditions under which consent for disclosure of information 
terminates are with a written revocation of consent or when the condi- 
tions of the consent have been fulfilled. 



According to the regulations, tax-exempt organizations are bound under 
the Federal confidentiality regulations. 



Drug or alcohol abuse treatment programs that receive funding by the 
State can be required to make available patient records for the purpose 
of long-term evaluation studies. 



Consent forms that conform to the eight points that are required by law 
are valid even when there is false information of which the program is 
unaware. 



€ 



8. Disclosures to qualified medical personnel are authorized for patients in 
instances of a genuine medical emergency with the provision that a mem- 
orandum be recorded by the program making the disclosure. 

T F 

9. When served with a subpoena, an individual who is responsible for the 
maintenance of patient recordS' must disclose the specified information in 
the subpoena. 

T F 



10. An undercover agent or informant may be placed within a program by 
the court for the purpose of investigating illegality for an initial period 
of 90 days. 

T F 

11, According to the regulations, any program registered under Rule 303(g) 
of the Controlled Substances Act may be required, without a court 
order, to provide clinical information pertaining to the records of any 
patient enrolled in a narcotic maintenance or detoxification program to 
duly authorized agents of the Drug Enforcement Admiriistration. 

T F 



12. Third-party payers are eligible to receive and maintain records on the 
identity of individuals receiving treatment for which they (third-party 
payers) have been contracted to pay. 

T F 

13. Interchange of information entirely within the Armed Forces, and within 
those components of the Veterans Administration furnishing health care 
to veterans, or between such components and the Armed Forces, is not 
subject to the provisions of 21 U.S.C. 1175 and 42 U.S.C. 4582. 

T F 

14. It is not in violation of the Federal regulations for a program to make a 
disclosure with respect to an applicant for treatment to a permissible 
central registry. 

T F 

15. An attorney asks a program for information regarding his client who is 
enrolled in the program. The program requests that the consent form 
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be signed by the client and endorsed by the attorney. Is the program 
correct? 



T F 

16. A former employee may release information about a former client which is 
not contained in the client record. 

T F 

17. A law enforcement officer may be enrolled in a treatment program for the 
purpose of receiving treatment for his or her own alcohol or drug abuse 
problem, providing, however, his or her status as a law enforcement 
officer is known to the program director. 

T F 



MULTIPLE CHOICE 

The next 10 questions are multiple choice. Blacken the letter of your answer 
sheet to indicate the single best answer to each question. 

18. When a disclosure has been made with regard to a client, the disclosure 
must be accompanied by a statement to the effect that further disclosure 
by the recipient is prohibited. The exception to the rule pertaining to 
disclosure exists when: 

a) there is a provision for a general authorization included within t.Se 
release form 

b) the disclosed information is to be used by an employment agent or 
agency (pursuant to written consent of the client which explicitfy 
provided for redisclosure) for the purpose of releasing information 
to potential employers 

c) the recipient of the disclosed information is an evaluation agent who 
reports summary data that contain minimal patient-identifying infor- 
mation 

d) none of the above 

19. An evaluation agency that has legally received disclosure patient data for 
analysis is within established legal bounds in releasing information: 

a) after a court order has been issued and a good cause hearing has 
taken place 

b) but the report should not identify any patients' names 

c) either of the above 

d) neither of the above 
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20. In cases where the patient has given written consent for a program to 
disclose information to a potential employer, a p'^ogram director is within 
the bounds of the law for refusing to release such information when: 

a) it is used as criteria for decisions surrounding denial of employment 
or promotion o\ an individual receiving t^^eatment 

b) the information requested has little bearing on the job 

c) both of the above 

d) none of the above; the program must release the information when 
there is a written consent 

21. A central registry should receive information from member programs with 
respect to any patient when: 

a) there is an application for treatment 

b) treatment has been terminated 

c) the type and/or dosage of the medication has been changed 

d) all of the above 

22. In instances of prosecutorial or investigative action, a court may autho- 
rize a program to disclose patient records in crimes of: 

a) rape 

b) burglary 

c) larceny 

d) fraud 

23. When a program is acquired by another program and there has been no 
consent secured from the patients of the acquired program for the trans- 
ferral of records, the records should be: 

a) cleared of patient-identifying information 

b) released to the patients under the Freedom of Information Act 

c) destroyed 

d) transferred, since Federal regulations do not require patient con- 
sent for the transfer of records 

24. Which of the following items is not required on a consent form? 

a) signature of the client 

b) statement of the provision for revocation of consent 

ERIC ^ i 0 



c) date on which the consent is signed 

d) statement regarding prosecutorial reprisal for unauthorized disclo- 
sure that includes the nature of the legal action and fines 

25. You were convicted last year and fined $500 for improperly releasing the 
name of _A...patient in your alcoholism treatment program. You have just 
been found guilty of failure to maintain proper security of patient rec- 
ords in your drug abuse treatment program: 

a) the judge can fine you up to $500 

b) the judge can fine you up to $5,000 

c) the judge may impose a $5,000 fine and imprisonment under the 
felon clause of the regulations 

d) none of the above 

26. When a nonemergency situation exists / the family of a patient may 
receive information wnen: 

a) there is a formal application in writing from the legal counsel to the 
program that is maintaining the necessary information V 

b) if, in the judgment of the person responsible for treatment, the 
disclosure will be helpful to the patient 

c) only when there is formal written consent given by the patient 

d) whenever the patient and family members are together ^ 

ZJ . In certain situations, the Federal regulations do not restrict disclosures 
of patient information. One such situation is a disclosure to: 

a) the director and/or other program personnel responsible for treat- 
ment 

b) the patient's doctor and attorney j 

c) the spouse and friends of an adult patient 

d) none of the above - 
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PosHest Answer Sheet 



TRUE OR FALSE 
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Federal Regulations Key to Posttest 



QUESTION NUMBER F EDERAL REGULATIONS 

1 ' 2.55 

2 2.15 
3' ■ . 2.20 . 

4 . 2.31 • 

5 ' 2.12 

6 2.53 

7 2.31 

8 2^51 

9 ' ' 2.61 

10 2.67 . 

11 " . 2.65 

12 ^ 2.37 

13 . ■ 2.12 
'14 2.34 

15 2.35 

16 2.22 

17 2.19 

18 / 2.32 

19 2.52 

20 2.38 

21 2.34 

22 2.65 

23 2.21 

24 2.31 

25 - 2.14 

26 2.36 

27 2.ll(p) 
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Evaluation Feedback Questionnaire 

TRAINING PROGRAM: ' Cdnfidenfiality of Alcohol '^nd Drug Abuse Patient 

Records 

PROGRAM DATES: LOCATION: . 

TRAINER(S): . 

In order to assess the /effectiveness of the training programs we are deliver- 
ing, and to gather feedback that will help us to plan for improved deliveries, 
w€i routinely distribute this questionnaire to all participants. To maximize the 
chances that you will give us your honest views, we do not ask you to iden- 
tify yourself. Thank you for your cooperation. 

Please rate this program in certain key areas. For each category we ask you 
to give a numerical score and to write down comments you would like to make. 
Please make your ratings using a scale of lOO--as if you were grading an 
exam^. Thus, you would use these guidelines: 

EXCELLENT - Score between 90-100 

GOOD - Score between 80-90 

SATISFACTORY - Score between 70-80 

MARGINAL - Score between 60-70 

UNSATISFACTORY - Score between 0-60 

Your ratings will be used to derive an overall numerical assessment of this 
program. 

We also provide space for personalized comments. Your written response will 
be read carefully by the trainers and used to improved future programs. 

1. Rate the extent tq which the program objectives were met. 

COMMENTS AND SUGGESTIONS: 



Rate the extent to which the course materials (manual, etc.) were effec- 
tive aids for achieving the objectives. 

COMMENTS AND SUGGESTIONS: 
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Rate the quality of the staffs presentation, as a group, , 

COMMENTS AND SUGGESTIONS: (Feedback about specific staff members 

is encouraged. ) . 

■ . ' ■ ' / 



Rate the extent to which you have understood the material presented ^ 



COMMENTS AND SUGGESTIONS: 



Rate the extent to which you nave developecj new skills by attending this 
Workshop. ' • 



COMMENTS AND SUGGESTIONS: 



Rate the extent to which yoq think you will be able to apply the f .w 

skills you have learned in your own personal work situation. 

COMMENTS AND SUGGESTIONS: 



Rate the quality of the administration and logistical arrangen\ents of the 

program. 

COMMENTS AND SUGGESTIONS: 



Rate the program as a whole. 
COMMENTS AND SUGGESTIONS: 
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27802 

Title 42^Pub1ic Health 

CHAPTER I— PUBLIC HEALTH SERVICE, 
. DEPARTMENT OF HEALTH, EDUCATION, 
AND WELFARE 

SUBCHAPTER A— GENERAL PROVISIONS 

PART 2— CONFIDENTIALITY OF ALCOHOL 
AND DRUG ABUSE PATIENT RECORDS 

On May 9. 1975, the Department of 
Health. Education, and Welfare and the 
ppccial Action Office for Drug Abuse Pre- 
vention published In the Federal Reg is < 
TER (40 FR 20522) a notice of proposed 
Joint rulemaking setting forth a proposed 
•-.ew Part 2 of Title 42 of the Code of 
Federal Regulations governing the con- 
fidentiality of alcohol and drug abuse 
patient records. 

Interested persons were invited to sub- 
mit written comments, views, or argu* 
ments with respect to the proposed regu- 
lations within 30 days of the date of pub- 
lication of that notice All comments so 
submitted were carefully considered, and 
at various stages in the rulemaking proc- 
ess, the Administrator of Veterans' Af- 
fairs and the heads of other Federal de- 
partments and agencies substantially af- 
fected by the proposed regulations were 
consulted 

A5 finally adopted and set forth here- 
inafter, the regulations contain two ma- 
jor substantive changes from the May 9 
proposal. The separate treatment of 
fundmg sources and third-party payers 
(ii 2 21 and 2.37 of the proposed regula- 
tions) was abandoned as unworkable, 
primarily because the prohibitions which 
the proposed regulations would have 
placed on funding sources would have 
directly conflicted with requirements 
which have been proposed In Implemen- 
tation of Title XX of the Social Security 
Act (see proposed 45 CFR 228 63, 40 FR 
16802, 16809. April 14. 1975). In lieu of 
this approach, %2'il has been revised 
to provide that funding sources and 
thlrd-parby payers maintaining drug or 
alcohol abuse patient records are sub- 
ject to restrictions upon disclosure to the 
same extent and in the same manner as 
any other entity maintaining records 
which are within the scope of the au- 
thorizing legislation and this Part. 

The other major change is in the area 
of criminal justice system referrals, and 
the grounds for the rules finally adopted 
are set forth in the basis and purpose 
section (12.39-1) pertaining thereto In 
connection with that change. It must be 
frankly acknowledged that the argu- 
ments set forth in the corresponding ba- 
sis and purpose section (} 2 40-1) of the 
May 9 proposal have merit. The final rule 
may In certain instances result in a com- 
promise of the treatment process, if 
judges or other authorities In the crim- 
inal justice system overreact to informa- 
tion whose communication is allowed 
under the final rules but would have been 
prohibited under the proposed rules. 

Against such an adverse effect, how- 
ever, there must be weighed the very real 
advantage which genuine cooperation be- 
tween community social service systems 
and the criminal justice system can yield 
for tho^e whose lives are crippled and 
scarred oy the consequences of their own 
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criminal conduct. Goverrunental re- 
sponses based oh a pure medical model 
have not met with noticeably greater 
success than those based on a purely pu- 
nitive approach, and it would be tiagic If 
these rules vere so constructed as to be- 
come a barrier to the development of 
better ways to deal with those who are 
caught up In a pattern of seriously anti- 
social behavior. 

In addition to the foregoing major 
changes, the following minor policy 
changes were made . 

Provisions relating to destruction or ' 
other disposition of records were dropped 
from S 2 21 (f 2.22 in the May 9 proposal) 
&s unnecessary except in the case of oro- 
grams discontinuing operations. 

The fixed limitation on the permissi- 
ble duration of written consent for dis- 
closure was dropped from f 2.31 in favor 
of a limitation to such duration as may 
be reasonably necessary to effectuate the 
purpose for which the cor',ent is given. I 

The specification of crimes in f 2 65 
for which a court order may be granted 
authorizing use of program records in 
the investigation or prosecution of a pa- 
tient was broadened to covei* any "ex- 
tremely serious" crime, with those listed 
In the May 9 notice being retained as 
examples 

Finally, a number of clarifying, tech- 
nical. and conforming changes were 
made in the May 9 proposal, but these 
are without significant substantive effect 

Accordingly, pursuant to the authority 
of section 408 of the Drug Abuse Office 
and Treatment Act of 1972, as amended 
by Pub L 92-282 (21 USC. 1175), and 
section 333 of the Comprehensive Alcohol 
Abuse and Alcoholism Prevention, Treat- 
ment, and Rehabilitation Act of 1970, 
as amended by Pub L 93-282 (42 U.S C. 
4582) . and under the authority delegated 
to the General Counsel of the Special 
Action Office 'or Drug Abuse Prevention 
(39 FR 17901. May 21. 1974) , Subchapter 
A of Chapter I. Title 42, Code of Federal 
Regulations, is amended by inserting 
Immediately after Part 1 thereof a new 
Part 2 to read as set forth below. 

Effective date. These regulations shall 
be effective on Ai-gust 1. 1975 

Dated June 25, 1975. 

R. Moure. 
Acting Assistant Secretary for 
Health, Department of 
Health, Education, and Wel- 
fare. 

Approved ' June 26, 1975. 

Caspar W. Weinberger, 

Secretary of Health, Education, 
and Welfare, 

Dated ' June 27, 1975 

Orasty Crews II, 
General CouTisel, Special Action 
Office for Drug Abuse Preven- 
tion 

Dated: June 27, 1975. 

Robert L. DoPont, 
Director, Special Action Office 
for Qrug Abuse Prevention, 
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Subpart A— Introductory Statomottt 

V Statutory ftuthoritf— drug abuflo 
VstAtutorf »utlu>rltf — Alcohol abuse 

VreTloas reguUtlona a« coatroUlng 
authority 

General purpoees 

FoKpiat 

Adniinlstratlon and eAforcement Ui 

gen^l 
Report«\i violations 

Subpart B-^tneral FroviilonS 



Sec. 
2 11 
2 11-1 



and 



Definitions and usages — rules 
Definitions and usages — basis 

purpose 
AppUc^billtf — rules. 
AppUcabillty — basis and purpose. 
a«neral rules regarding conflden- 
ttallty— rules 
2 13-1 Ooaeral rules regarding confident!- 
alltf — basis and purpose. 
Penalty for violations — ^rules. 
Penalty for violations — basis and 

purpose 
Minor patients — rules 
Minor patients — basis and purpose 
I ncompete nt a nd deceased pa-> 

tlents — rules 
Incompetent and deceased pa- 
tients — basis and purpose. 
Security precautions — rules 
Security precautions — basis and pur- 
pose. 

Extent of disclosure— rules 
Extent of disclo^i% — basis and pur- 
pose. 

Undercover agents and in/ormants — 
rules. 

Undercover agents and Informants — 

basis and purpose. 
Identification cards — rules 
Identification cards — basis and pur- 
pose. 

Disposition of discontinued program 

records — rules 
Disposition of discontinued program 

records — basis and purpose. 
Former etnployees and others — rules 
Former employees and others — basis 

and purpose 
Helationship to State laws — rules 
Relationship to State laws^basls and 
purpose 

Relationship to section 303(a) of 
Public Health Service Act and sec- 
tion 502(c) ot Controlled Sub- 
stances Act — rules 
Relationship to section 203 (a ) of 
Public Health Service Act and 
aecvion 603(c) of Ck)ntrolled Sub- 
atances Act — basis and purpose. 
Subpart C — Olscfosuras With Patient's Consent 



2 12 
2 12-1 
2 13 



2 14 

2 14-1 

215 
.2 15-1 
2 16 

216-1 

2 17 

2.17- 1 

218 

2.18- 1 

2 19 
218^1 

2 20 

3 20-1 

2 31 

321-1 



2 22 

2 22 



2 23 

3-23-1 



2 24 



2 24-1 



2 31 Written consent required— rule*. 
2 31-1 Written consent required— basis and 
purpose 

2 32 Prohibition on redisclosure — rules. 

2 32-1 Prohibition on redisclosure — basis 
and purpose 

2 33 Diagnoels, treatment, and rehabili- 
tation — rules 

2.33-1 Diagnosis, treatment, and rehabilita- 
tion — basis and purpose 

2 34 Prevention of certain multiple 
enrollments — rules 

2 34-1 Prevention <>f certain multiple 
» enrollments — basis snd purpose 

2 36 Legal counsel for patient — rules 

2 35-1 Z^gal counsel for patient — basia and 
purpose. 

2 36 Pattent'a famUf and other*— rules. 
2 36-1 Patient's family ana others — basis 

and purpose 
2 37 Third psrtf payers and funding 

sources — rulei. 
2 37-1 Third partf payers and funding 

•ources^basls and purpose. 
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Sec 

2 39 Einployen tnd employment Bgen- 
cl«s-nilM. 

2 39-1 Employers and employment ageQ< 

cles — bftsU ftnd purpose 
2 30 Crlmlnftl Juitlce aystem refemls ind 

functions — ruiei 
2 39-1 Crlmlnil Ju«tlce aystem referraU ftnd 

functions — bisls and purpose. 
2 40 Situations not otherwise provided 

for — rules 

2 40 1 Situations not otherwise provided 
for — basis and purpose. 

Subpart Discloturss Without Pstisnt Consent 
2 61 Medical emergencies — rules 
2 61-1 Bfedlcal emergencies — basis and pur> 
pose 

2 6a Research, audit, and evaluation — 
rules 

2 52-1 Research, audit, and evaluation — 

basis and purpose. 
2 63 Oovernment agencies— rules 
2 63-1 Oovernmentsl agencies— basis md 

purpose. 

2 64 Patient Identifying Information In 
connection with examinations — 
rules, 

2 54-1 Patient Identifying Information in 
connection with examinations — 
basis and purpose. 

2 65 Supervision and regulation of nar- 
cotic maintenance and detoxinc*- 
tion programs — rules. 

2 66-1 Supervision and regulation of nar- 
cotic maintenahce and detozlflca- 
tion programs — basla and purpose 

2 59 Prohibition on disclosure of patient 
identities from research, audit, or 
evaluation records — rules. 

2 56-1 Prohibition on disclosure of patient 
identltee from research^ audit, or 
evaluation records — basis ai pur- 
pose. 

Subpart C-^ourt Orders 
2 91 I>egal effect of order— rules 
2 91-1 Legal effect of order— basld and pur- 
pose. 

2 9a Inapplicability tc secondary rec- 
orda — rules. 

2 92-1 Inapplicability to secondary rec- 
ords — basis and purpose. 

2 93 Limitation to objective data — rules 

2 93-1 Limitation to objective data— basis 
and purposa. 

2 94 Procedures and criteria In general — 
rules. 

2 94-1 Procedures and criteria In geneAL — 
basis and purpose. 

2 96 Investigation and prosecution of pa- 
tients— rulea. 

2 96-1 Investigation and prosecution of pa- 
tients — bssiJB and purpose 

2 96 Investigation and probecution of' 
programs — fUea. 

2 96-1 Investigation tktd prosecution of 
programs — b«ls and purpose 

2 97 Undercover agents and Informants- 
rules. 

2 97-1 Undercover agents and Informanl^ — 
basis and purpose 

Subpart A — Introductory Statement 

§ 2.1 SlHtutor> ftutliorit>^-<lrui( abiue. 

(a) Statutory provisions effective 
May 14. 1974. Insofar as the provisions 
of this part pertain to any program or 
activity relating to drug abu.se education, 
training, treatment, rehabilitation, or 
researcn, such provisions are authorized 
under section 408 of Pub. L. 92-255. the 
Drug Abuse Office and Treatment Act of 
1972 (21 use. 1175) as amended by 
section 303 of Pub. L. 93-282 (88 Stat 
137). That section reads as follows: 



§ 408. Confiilcntiiility of pMticnt rrioidn. 

(a) Records of the Identity, diagnosis, 
prognosis, or treatment of any patient which 
are niAlntslned tn connection with tbe per- 
formancs of any drug abuss prevention 
function conducted, regulated, or directly or 
Indirectly assisted by any department or 
agency of tba United States shall, except as 
provided In subsection (c). be confidential 
and b^ disclosed only for the purposes and 
under the clrcumstancea expressly author^ 
Ized under subsection (b) of this section 

(b) (1) The content of any record referred 
to In aubsectlon (a) taky be disclosed In sc- 
cnrdance with the prior written consent of 
tbe patient with respect to whom auch rec* 
ord Is maintained, but only to auch extent, 
under such circumstances, and for auch pur> 
poses as may be allowed under regiUatlona 
prescribed pursuant to subsection (g). 

(2) Whether or not the patient, with re- 
spect to whom any given record referred to in 
subsection (a) of thla section Is maintained, 
gives his written consent, the content of 
such record, may be disclosed aS followa: 

<A) Ts medical personnel to the extent 
necessary to meet a bona fide medical emer- 
gency 

(B) To qualified personnel for the purpose 
of conducting scientific research, manage- 
ment audits, financial audits, or program 
evaluation, but auch personnel may not Iden- 
tify, directly or indirectly, any Individual 
patient in any report of such research, audit, 
or evaluation, or otherwise disclose patient 
Identities in any manner. 

(C) If authorized by an appropriate order 
of a court of competent jurisdiction granted 
after application showing good cause there- 
for In assessing good cause the court shall 
uelgh the public interest and the need for 
disclosure against the Injury to the patient^ 
to the physlclan-patlent relationship, and to 
the treatment services Upon the granting of 
such order, the court, In determining the ex- 
lent to which any disclosure of all or any 
part of any record Is necessary, shall impose 
appropriate safeguards against unauthorized 
disclosure. 

(c) Except as authorized by a court order 
granted under aubsectlon (b)(2)(C) of this 
section, no record referred to In aubsectlon 
(a) may be used to initiate or aut>sUntlate 
any criminal charges against a patient or to 
conduct any Investigation of a patient. 

(d) The prohibitions of this section con- 
tinue to apply to records concerning any In- 
dividual who has been a patient. Irrespective 
of whether or when be ceases to be a patient. 

(e) The prohlbltiona of this aectlon do not 
apply to any interchange of records — 

(1) within the Armed Forcea or within 
those components of the Veterana* Adm.'n* 
Istratlon furnishing health care to veterana. 
or 

(2) between such components and the 
Armed Forces 

(f) Any person who violates any provision 
of this section or any regulation Issued pur* 
suant to this section shall be fined not more 
than tSOO In the case of a first offense, and 
not more than $6,000 in the case of each sub- 
sequent offense. t 

(g) The Director of the Special Action Of* 
a«e for Drug Abuse Prevention, after consul- 
tation with the Administrator of Veterans* 
Affairs and the heads of other Federal de- 
partments and agencies substantially afferted 
thereby, ahall prescribe regulations to carry 
out the purposes of this section. These reg- 
ulations may contain such definitions, and 
may provide for auch aafeguarda and pro- 
cedures. Including procedures and criteria 
for the Issuance and scope of orders under 
aubsectlon (b) (2) (C). as In the judgment of 
tba Dlracior are necessary or proper to effec* 
tuate the purposes of this section, to prevent 
circumvention or evasion thereof, or to fa- 
cilitate compliance therewith. 



<b) Amendments effective June 30, 
197S Effective on the date specified In 
.section 104 of the Drug Abuse Office and 
Treatment Act of 19';2 (June 30, 1975), 
the first sentence of section 408(g) above, 
will be amended by striking "Director of 
the Special Action Office for Drug Abuse 
Prevention" and Inserting In lieu thereof 
"Secretary of Health, Education, and 
Welfare", and the second sentence of 
such section will be amended by striking 
"Director" and inserting "Secretary" in 
lieu thereof. Also effective on that date, 
section 408, above, will be further 
amended by (1) striking out *'The" and 
Inserting in lieu thereof "Except as pro- 
vided In subsection (h) of this section, 
the" In the first sentence of subsection 
(g) of such section; and (2) adding at 
the end of such section the following 
new subsection: 

(h) The Administrator of Veterans' AfTalrs. 
through the chief Medical Director, shall, 
to the maximum feasible extent consistent 
with their responsibilities under title 36, 
United States Code, prescribe regulations 
making applicable the regulations estab- 
lished by the Secretary under subsection (g) 
of this section to records maintained In con- 
nection with tbe provision of hospital care, 
nursing home care, domiciliary care, and 
medical services under such title 36 to vet< 
erans suffering from drug abuse In prescrib- 
ing and Implementing regulatlona pursuant 
to thla subsection, the Administrator shall, 
from time to time, consult with the Secre- 
tary In order to achieve the maximum pos- 
sible coordination of the regulatlona, and 
the Implementation thereof, which they each 
prescribe. 

§2.2 Statutory Mtithorily — aKoltol 
abuse. 

Insofar as the provisions of this part 
pertain to any program or activity relat- 
ing to alcoholism or alcohol abuse edu- 
cation, training, treatment, rehabilita* 
tion, or research, such provisions are 
authorized under section 333 of Pub. L. 
91-616, the Comprehensive Alcohol Abuse 
and Alcoholism Prevention, Treatment 
and Rehabilitation Act of 1970 (42 U.S.C. 
4582), as amended by section 122(a) of 
Pub L. 93-282, the Comprehensive Al- 
cohol Abuse and Alcoholism Prevention, 
Treatment, and Rehabilitation Act 
Amendments of 1974 (88 Stat, 131). As 
so amended, that section reads as 
follows : 

CONf IDENTlAUTy OP RECOKDS 

Sec 333 (a) Records of the Identity, diag- 
nosis, prognosis, or treatment of any patient 
which are maintained In connection with the 
performance of Any program or activity re- 
lating to alcoholism or alcohol abuse educa- 
tion, training, treatment, rehabilitation, or 
research, which la conducted, regulated, or 
directly or Indirectly assisted by any depart- 
ment or agency of the United States shall, 
except aa provided tn subsection (e). be con- 
fidential and be dL5Clo<;ed only for the pur- 
poses and under the circumstances expressly 
authorized under sub'^ectlon (b) of this 
section. 

(b)(1) The content of any record referred 
to In aubaectlon (a) may be disclosed In ac- 
cordance with the prior written consent of 
the patient with respect to whom such rec- 
ord Is maintained, but only to such extent, 
under such circumstances, and fc.r such pur- 
poses aa may be allowed under regulations 
prescribed pursuant to subsection (g) . 
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(3) Whether or not the pKtlent. wUh re- 
spect to whom Any given record re/erred to 
In subMctlon (ft) of this sectloD Ui mAln- 
telned. gives his written consent, the content 
of such record majr be dUclosed M follows 

(A) To medical personnel to the extent 
oeceaeftry to meet ft bonK flde medical emer- 
gency. 

'B) To quftllfled personnel for the pur 
pv e of conducting sclentlflc reseftrch. mmix' 
ftgement Audits, flnftnclftl audits, or progrftm 
evftluatlon. but such person.iel mfty not Iden- 
tify, directly or Indirectly, ftny Indlvlduftl 
pfttlent In ftny report of such resesrch. Kudlt. 
or evftlufttion. or otherwise disclose pfttlent 
identities In sny mftnner 

(C) If ftuthorl/ed by ftn ftpproprlate order 
of ft court of competent Jurisdiction granted 
after ftPpllcKtlon showing good Cftuse there- 
for In Assessing g<»od cftuse the court fthftll 
weigh the public Interest ftnd the need for 
disclosure ftgftlnst the Injury to the pfttlent, 
to the physlclan-pAtlent relfttlonshlp. ftnd 
to the treatment services Upon the grftntlng 
of sUch order, the court. In determining thtf 
extent to which any disclosure of ftll or ftny 
pftrt of ftny record Is necessary, shftll Impose 
appropriate safeguards against unauthorized 
disclosure 

(c) £xcept as authorized by a court order 
granted under subsection (b)(2)(C) of this 
section, no record rererred to In subsection 
(a) may be used to initiate or substantiate 
any criminal charges against a p&tlent or to 
condu<^t any Investigation of a patient 

(d) The prohibitions of this section con- 
tfnue to apply to records concerning any In- 
dividual who has been a pstlent. irrespective 
of whether or when he ceasr^ to be a patient. 

(•) The prohibitions of this section do 
not apply to any Interchange of records — 

(1) within the Armed Forces or within 
those 'components of the Veterans* Admin- 
istration furnl'-hlng health care to veterans, 
or 

(2) between such components and the 
Armed Forces 

(f) Any persoti who violates any (Provi- 
sion of this section or any regulation Issued 
pursuant to this section shall be fined not 
more than 9500 in the case of a first oftense, 
and not more than $5,000 In the case of esch 
subsequent olTense 

(g) Except as provided In subsection (h) 
of thlii section, the Secretary shall prescribe 
regulations to carry out Ihe purposes of this 
section These regulations may contain such 
deflnltlons. and msy provide for such safe- 
guards and procedures. Including procedures 
and crltarla for the Issuance and scope of 
orders under sub.sectlon (b)(3)(C). as In 
the Judgment of the Secretary are necessary 
or proper to efTectuatc the purposes of thla 
section, to prevent circumvention or evasion 
thereof, or to facllltste compliance there- 
with 

(h) The Administrator of Veterans' AiTslrs. 
through the Chief Medical Director, shall, to 
the maximum feasible •vtent consistent with 
their respoik-flbllllles .ider title 36. United 
Ststrs Code, prescrll .* reguUtlons making 
applicable the regulations prescribed by the 
Serrctary under subsection (g) of this sec- 
tion to records maintained In connection 
with the provision of hospital care, nursing 
homo care, domlclltsry care, and 'medical 
services under such title 38 to veterans suf- 
fering from alcoHol abuse or alcoholism In 
prescribing and Implementing regulations 
pursusnt to this subsection, the Admlnlstra- 
tor shall, from time to time, consult with 
the Secretary In order to achieve the maxi- 
mum possible coordination of the regula- 
tions, and the implementation thereof. 
Which they each prescribe 



% 2.3 Previous regulations as contro!'aig 
authority. 

Attention is called to the interpreta* 
tive regulations, issued by the Special 
Action Office for Drug Abuse Prevention 
(37 PR 24636. November 17. 1972. as re- 
vUed 38 PR 33744, December 6. 1973. 
referred to hereinafter in this part aa 
the "previous regulations") . Those regu- 
lations have been given a special status 
as controlling authority by the provi- 
sions of section 303(d) of Pub L. 93-282, 
as well as the references in the legisla- 
tive history of that act to the precedents 
established under section 408 of Pub. L. 
92-255 Such references appear at page 
11 of House Committee Ueport No. 93- 
759 and at page H3563 of the Congres- 
sional Record for May 6, 1974 The latter 
citation U to a detailed analysis of the 
bill in its^nal form which wassub<nitted 
for the Record by its floor manager, 
Chairman Staggers of the Interstate and 
Foreign Commerce Committee, when the 
bill was up foi final action by the House 
of Representatives. 

§ 2.4 General purposes. 

(a) Policy obiectives,. The purpo^ of 
the regulations set forth iii tliis p*rt Is 
to implement the authorizing legislation 
in a manner that, to the extent practica- 
ble, takes into account two streams of 
legal thought and social policy. One has 
to do with enhancing the quality and 
attractiveness of treatment systems The 
other is concerned with the Interests of 
patients as citizens, most particularly 
in regard to protecting their rights of 
privacy. WithlA each stream there are 
cross-currents, and it should come as no 
surprise that areas of turbulence are tb 
be found at their conflue^ice. 

(b) Limited purpose. The regulations 
contained in this part are not Intended 
to direct the manner in which substan- 
tive functions, such as research, treat- 
ment, and evaluation, should be carried 
out, but rather to deflne the minimum 
requirements for the protection of con* 
fldentiality of patient records which must 
be satisfied in connection with the con- 
duct of those functions in order to carry 
out the purposes of the authorizing 
legislation. This does not mean that ob- 
servance of only the minimum legal re- 
quirements is always the wisest course, 
but in framing these regulations, allow- 
ance has necessarily been made for a 
diversity of emphasis and approach in 
the marty different jurisdictions and by 
the great variety of public and private 
agencies which must find a way to func* 
tion within the limits here prescribed. 

§ 2.S Format. 

(a) Basis gkd purpose sections. Each 
section set^ng forth rules on any given 
topic in Sflibparts B through E of this 
part is followed by a section setting forth 
their basis and purpose In many cases, 
the basis and purpose section is itself 
an interpretative rule regarding the legal 
authority of the rulemakers. In other 
instances, it summarizes historical or 



evidentiary material relevant to the 
validity and M^terpretation of the aection 
which precedes it. 

(b) Statutory rules fully incorporated. 
Although, for convenience of reference, 
the statutory basis for this part is set out 
in full in II 3.1 and 2 2. the regulations 
in Subparts B through E of this part are 
intended to include all of the operative 
statutory provisions. 

S 2.6 Administration and enforcement 
in general. 

It is not contemplated that any par- 
ticular agency will be set up speciAcally 
to enforce compliance with this part. 
Piograms which receive Federal grant* 
may be monitgred for compliance with 
this and other applicable Federal law as 
an incident to the grant administration 
process. Similarly. FDA inspections of 
methadone programs will include inspec- 
tion for compliance with this part, which 
is incorporated by reference in the meth- 
adone regulation (21 CFR 310.505). 

§ 2.7 Reports of violations. 

Any violation may be reported to the 
United States Attorney for the judicial 
district in which the violation occurs. 
Violations on the part of methadone pro- 
grams may be reported to the regional 
oflSces of the Fdod and Drug Adminis- 
tration Violations on the part of a Fed- 
eral grantee or conttactor may be re* 
ported to the Federal agency monitoring 
the grant or contract. 

Subpart B^— General Provisions 
§ 2.11 Definitions and usages. — Rules. 

(a) Authorizing legislation. The term 
"authorizing legislation" means section 
408 of the Drug Abuse Office and Treat- 
ment Tici of 1972 (21 U.S.C. 1175) and 
section 333 of the Comprehensive Alcohol 
Abuse Jtnd Alcoholi&m Prevention, Treat* 
ment, and Rehabilitation Act of 1970 (42 
Uac. 4582), as such sections may be 
amended and hi effect from tima-to time. 

(b) Coiisfrucfion of terms. The defini- 
tions and rules of construction set forth 
in this section are' applicable for the pur- 
poses of this part. To the extent that they 
refer to terms used In the authorizing 
legislation, they are also applicable for 
the purposes of such legislation. 

(c) Alcohol abuse. The term "alcohol 
abuse" includes alcoholism 

(d) Drug abuse. The term "drug abuse" 
Includes drug addiction. 

(e) Diagnosis and treatment. The 
terms "diagnosis" and "treatment" in* 
elude interviewing, counselling, and any 
other services or activities carried on for 
the purpose of or as an incident to diag- 
nosis, treatment, or rehabilitation with 
respect to drug abuse or alcohol abuse, 
whether or not conducted by a member 
of the medical profession. 

(f) Program, 

(1) The terih "program", when refer- 
ring to an individual or organization, 
means either an individual or an orga- 
nization furnishing diagnosis, treatment, 
or referral for alcohol abuse or drug 
abuse 
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(2) Hie term "program". *hcn not 
used in the sense defined In paragraph 
<fMl), meani a plan or procedure, 
whether functional or organizational, 
and whether or not governmental, for 
dealing with alcohol abuse or drug abuse 
problems from either an Individual or 
a social standpoint 

(g) Program evaluation. 

The term "program evaluation" means 
an evaluation of — 

(1) The efXectlveness, efficiency, com- 
pliance with applicable therapeutic, 
legal, or other standards, or other as- 
pects of the performance, of a program 
as defined In paragraph (f)(1) of this 
section, or 

(2) The validity, effectiveness, effi- 
ciency, practicability, or other aspects 
of the utility or success of a program 
in the sense defined In paragraph (f ) (2) 
of this section. 

(h) Program director. The ten** 
"program dire^^^r" in the case of a 
program whici> <b an individual means 
that individual, and in the case of a 
program which is an organization, 
the individual, if any. who Is the prin- 
cipal, or. In the case of organizations 
consisting of partners or under the con- 
trol of a board of directors, board of 
trustees or other governing body, the 
individual designated as program direc- 
tor, managing director, or otherwise 
vested with executive authority with 
respect to the organization. 

(1) Patient, The term "patient** means 
any individual (whether referred to as a 
patient, client, or otherwise) who has ap- 
plied for or been given diagnosis or treat- 
ment for drug abuse or alcohol abuse and 
includes any individual who. after arrest 
on a criminal charge, is interviewed 
and/or tested in connection with drug 
or alcohol abuse preliminary to a deter- 
mination as to eligibility to participate 
in a treatment or rehabilitation program. 

(j) Patient identifying information. 
The term "patient Identifying infor- 
mation" means the name, address, social 
security number, or similar information 
by which the identity of a patient can 
be determined with reasonable accuracy 
and speed either directly or by refer- 
ence to other publicly available infor- 
mation. The term does not include a 
patient Identifying number assigned by 
a program. 

(k) Alcohol abuse or drug abuse pre- 
vention function. The term "alcohol 
abuse or drug abuse prevention function" 
means any program or activity relating 
to alcohol abuse or drug abuse educa- 
tion, training, treatment, rehabilitation, 
or research, and includes any such func- 
tion even when performed by an orga- 
nization whose primary mission is In the 
field of law enforcement or Is unrelated 
to alcohol or drugs. 

(1) The term "person" means an in- 
dividual, a partnership, a corporation, a 
trust, a Federal or State governmental 
agency, or any other legally cognizable 
enUty. 

Cm) Service organization. The term 
"service organization" means a person 
which provtdet services to a program 
such u dat* processing, dosage prepara- 



tion, laboratory analyses, or legal, medi- 
cal, accounting, or other profe.ssional 
services. 

(n) QualiAed service, organization The 
term "Qualified service organization*' 
means a service organization which has 
entered into a written agreement with a 
program pursuant to which the service 
Organization — 

(1) acknowledges that in receiving, 
storing, processing, or otherwise dealing 
with any Information from the program 
about patients In the program. It is fully 
bound by the provisions of this part; 

(2) undertakes to institute appropri- 
ate procedures for safeguarding such In- 
formation, with particular reference to 
patient Identifying information; and 

(3) undertakes to resist In Judicial pro- 
ceedings any efforts to obtain access to 
information pertaining^ patients other- 
wise than as expressly provided for In 
this part. 

(0) Records. The term "records*" in- 
cludes any Information, whether re- 
corded or not, relating to a patient, re- 
ceived or acquired in connection with the 
performance of any alcohol abuse or drug 
abusfipreventton function, whether such 
receipt or acquisition is by a program, a 
qualified aervlcv organl7.atloi*, or any 
other person. 

(p) Communications not constituting 
disclosure. The following types of com- 
munications do not constitute disclosures 
of records: 

(1) Communications of Information 
within a program between or among per- 
sonnel having a need for such Informa- 
tion hi connection with their duties. 

(2) Communications between a pro- 
gram and a qualified service organiza- 
tion of Information needed by the orga- 
nization to perform Its services to the 
program. 

(3) Communications of Information 
which Includes neither patient identify- 
ing information nor identifying numbers 
assigned by the program to patients. 

(q) Previous regulations. The term 
"previous regulations" refers to the in- 
terpretative regulations issued by the 
Special Action Office -for Drug Abuse 
Prevention, originally published Novem- 
ber 17. 1972, 37 FB 24636. as revised 
December 6, 1973. 38 FR 33744. 

(r) State law. The term "State law" 
refers to the law of a State or ether Juris- 
diction, such as the District of Columbia, 
as distinguished from Federal law In 
general As applied to transactions which 
do not take place in an^ State or other 
similar Jurisdiction, the term refers to 
Federal common law as modified by any 
applicable Federal statutes and regula- 
tions. 

(s) Tnird party payer. The term 
"third party payer" means any organi- 
zation (or person acting as agent or 
trustee for an organization or fund) 
which pays or agrees to pay for diag- 
nosis or treatment furnished or to be 
furnished to a particular individual, 
where such payment or agreement to pay 
is on the basis of an Individual relation- 
ship between the payer and the patient 
(or a member of the patient's family In 



tlie case of self-and- family iiKui.inre 
coverage or similar arrangements* e\i- 
denced by a contract, an insurance pol- 
icy, a certificate of membership or pai - 
tlclpation, or similar documentation 

(t) Funding source The term "fund- 
ing source" means any Individual oi any 
public or private organization, includmg 
any Federal. State, or local Boveinmental 
Hgency, which makes payments m sup- 
poit of a program A fundmg soiiice is 
not. as such, a third party payer, even 
where Its payment sare based directly 
or Indirectly on the program's patient 
load with or without respect to specified 
categories of eligible persons. 

(u) August 22, 1974 draft Refeiences 
to the "August 22, 1974 draft" are to the 
draft regulations set out m the Advance 
Notice of Proposed Joint Rulemaking 
published In the Federal Register on 
August 22, 1974, 39 FR 30426, by the 
Department of Health, Education, and 
Welfare and the Special Action Omce for 
Drug Abuse Prevention. 

§ 2.11—1 Definilions.£ii|L*^.i{;*'^.- — H.i^i^ 
and purpose. 

(a) In general. The definitions are 
based upon '.he legislative history of and 
experlf>nre w<Urthe authorizing legisla- 
tion, and are Intended as aids to con- 
struing the provisions of this part to 
carry out the purposes of those statutes 

(b) Coverage of applicants for treat- 
ment. Section 2 11(1) Is intended to make 
it clear that records of the Identity and 
other Information about a person whose 
application is rejected or withdrawn are 
fully as much covered by this pa it as 
records pertaining to a patient actu/n> 
accepted for treatment. 

<c) Program terminology for pat, rut- 
not controlling. While many projjrunr. 
prefer to use "client" or some othei teim 
instead of "patient" to describe the re- 
cipients of their services, it is believrd 
preferable to use terminology In this pai t 
wi tch Is consistent with that used in the 
authorizing legislation. It f;honld be 
clearly understood, however, that the 
records of any Individual who fits the 
definition set forth In §2 1Wi) are 
covered, no matter what tcrminoiopy the 
program may use to designate his j^tatns 

(d) Origin of "prevention funciton" 
terminology. The definition of alcohol 
abuse or drug abuse prevention function 
In 8 2 ll(k) Is adnpt^d from the defni!- 
tion of drug abuse prevention function in 
section 103(b) of the Drug Abuse OfiTice 
and Treatment Act of 1972 <2l USC 
1103(bV). Although there was no corre- 
sponding defined term available to the 
draftsman of the 1974 amenc!mont to 
section 333 of the Comprehensive Alco- 
hol Abase and Alcoholism Pieveiition 
Treatment, and Rehabilitation Act ot 
1970 (42 USC 4582). it is clear fiom thr 
legislative history that the coverage ni 
alcohol abuse patient records was iii- 
tended to be fully as wide as the coverage 
of drug abuse patient records, and the 
definition In } 2 ll(k) reflects that In* 
tentlon. 

(e) Ambiguity of the term *'progTain" 
It Is recognized that It Is ordinarily poor 
drafting technique to use the same teitn 
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In sensei^ which art as diflferent, yet 
related, as those In ii2.11<f)(l) and 
211<f)<2) This part, however, has to be 
read both fti conjunction with the Pood 
and Drug Administration's Methadone 
Regulation atid the Drug Abuse Office 
and Treatment Act of 1972. The Metha- 
done Regulation (21 CFR 310 505) 
clearly uses the* term "program" In the 
i2 11^f)<l) sense. In section 103(b) of 
the Act (21 use; 1103(b)), It Is clearly 
used in the I 2 lHf)(2) sense, and the 
usage in section 408(b) (2) (B) of the Act 
has from its original enactment been ad- 
ministratively Interpreted to include both 
senses As used in this W^t, the context 
should indicate the intended meanings 
with sufficient clarity to make this pref- 
erable to creating and defining new ter- 
minology which would be different from 
that used in related regulations and the 
authorizing legislation. 

(f) Construction of disclosures. Sec- 
tion 2 11(p) Is intended to (SJarify the 
status of communications which are ear- 
ned on within a program or between a 
program and persons or org^anizations 
which are assisting it in providlbg pa- 
tienf care. The authonzing legislation 
was not intended to prohibit programs 
from carrying on accepted practices in 
terms of obtaining specialized services 
from outside organizations In conjunc- 
tion with the definition of qualified serv- 
ice organizations, set forth in I 2 ll(n), 
the provisions of I 2 1 1 (p) should pre- 
vent the development of abuses in this 
area. 

§2.12 Applimbilitx. — Rules. 

(a) /n general I^xcept as provided in 
paragraph (b) of this section, this part 
applies to records of the identity, diag- 
nosis, prognosis, or treatment of any pa- 
tient which are maintained in comiec- 
tlon with the perfonnance of any alcoh 1 
abuse or drug abuse prevention fui 
tlon— 

(1) Which is conducted in whole or in 
part, whether directly or by grant, con- 
tract, or otherwise, by any department 
or agency of the United States, 

(2) For the lawful conduct of which 
In whole or part any license, registration, 
application, or other authorization is re- 
quired to be granted or approved by any 
department or agency of the United 
States. 

(3) Which is assisted by funds sup- 
plied by any department or agency of the 
United States, whether directly through 
a grant, contract, or otherwise, or in- 
directly by funds supplied to a State or 
local government unit through the me- 
dium of contracts, grants of any descrip- 
tion, general or special revenue sharing, 
or otherwise, or 

(4) Which is assisted by the Internal 
Revenue Service of the Department of 
the Treasury through the allowance of 
Income tax deductions for contributions 
to the program conducting such func- 
tion, or by a way of a tax-exempt status 
for such program 

(b) Armed Forces and Veterans' Ad- 
ministration. 

(1) The provisions of this part do not 
apply to any Interchange, entirely with^ 



in the Armed Forces, within those com- 
ponents of the Veterans' Administration 
furnishing health care to veterans, or be- 
tween such components and the Armed 
Forces, of records pertaining to a per- 
son relating to a period when such per- 
son is or was subject to the Uniform Code 
of Military Jus^tice 

(2) Except as provided in paragraph 
(b)(1) of this section, this part applies 
to any communication between any per- 
son outside the Arme4 Forces and any 
person within t*^"* Ar»x:?d Forces. 

(3) Except as provided in paragraph 
(b)(1) of this section, this part applies, 
insofar as it pertains to any drug abuse 
prevention function, to any communica- 
tion between any i)erson outside those 
components of the Veterans* Administra- 
tion furnishing health care to veterans 
and any person withm such components, 
until such date as the Secretary of 
Health, Education and Welfare exercises 
his authority (conferred by an amend- 
ment effective Jun^30, 1975) to prescribe 
regulations under section 408 of Pub. L. 
92-255 (21 U.SC 1175). After such date, 
this part applies thereto to such extent 
as the Administrator of VeteranjC Af- 
fairs, through the Chief Medical iSirec- 
tor, by regulation makes the provisions 
of this part applicable thereto 

(4) Except as provided in paragraph 
(b) (1) of this section, this part applies, 
insofar as it pertains to any alcohol 
abuse prevention function, to any com- 
munication between any person outside 
those components of the Veterans' Ad- 
ministration furnishing health care to 
veterans and any person within such 
components, to such extent as the Ad- 
ministrator of Veterans' Affairs, through 
the Chief Medical Director, by regulation 
makes the provisions of this part ap- 
plicable thereto 

<c) Period covered as affecting appli- 
cabUity. The provisions of this part apply 
to records of identity, diagnosis, prog- 
nosis, or treatment pertaining to any 
given individual maintained over any 
period of time which, irrespective of 
when it begins, does not end before 
March 21, 1972. in the case of diagnosis 
or treatment for drug abuse or before 
May 14. 1974, in the case of diagnosis or 
treatment for alcohol abuse. 

(d) Applicability determined by nature 
and purpose of records. The applicability 
of the provisions of this part Is deter- 
mined by the nature and purpose of the 
records in question, and not by the status 
or primary functional capacity of the rec- 
ordkeeper. 

§ 2.12—1 Applicability. — Ba»U and puf 
pote. 

(a) The broad coverage provided by 
13.12(a) is appropriate in the light of 
the remedial purposes of the statutes as 
well as the practical desirability of cer- 
tainty and uniformity. Sections 2.12(a) 
(1) and 2.12(a)(2) simply follow tho 
terms of subsection (a) of the statu te.'}« 
with some explanatory material for thi* 
sake of clarity and expUcitness. 

(b) Sections 2 12(a)(3) and 2 12(a) 
(4) are based upon the use by Congress 
of the phrase "directly or indirectly as- 



sisted by any department or agency of 
the United Stetes". In the light of the 
multiplicity and extent of Federal pro- 
grams and policies which can be of as- 
sistance to drug and alcoholism pro- 
grams, this wording strongly suggests an 
intention t* provide the broadest cover- 
age consistent with the literal terms of 
the statutes Many programs commence 
with direct Federal assistance, financial, 
technical, or both, and later continue 
with State aid and private, Ux-deducti-. 
ble contributions It would be manifestly 
contrary to the general policy sought to 
be effectuated by the legislation if the 
confidential status of a program's rec* 
ords were to terminate, or even be called 
<nto question, by the cessation of direct 
Federal assistance 

(c) With regard to i 212(a)(3), it 
seems clear that whenever a State or 
local government is assisted by the Fed- 
eral government by way of revenue shar- 
ing or other luirestricted grants, all of 
the programs and activities of the State 
or local government are thereby Indi- 
rectly assisted, and thus meet that aspect 
of the statutory criteria for coverage. 

(d) Section 2 12(a)(4) follows the 
doctrine established in McGlotten v Con- 
nally, 338 F. Supp 448 (DC DC, 1972). 
in which it was held that the deductible 
status of contributions to an organiza- 
tion constitutes "Federal financial as- 
sistance' within the meaning of section 
601 of the 1964 Civil Rights Act (42 
use. 2000d). The inch sion of the ad- 
jective "indirect** as a modifier of the 
term "assistance * as used in the provi- 
sions of law authorizing this part sug- 
gests an Intention to provide coverage at 
least as broad, if not broader than, sec- 
tion 601 of the Civil Rights Act m respect 
of financial assistance See. also. Green 
V. Connolly, 330 F Supp 1 150 (D C. D C , 
1971) aff'd stib nom. Coit v Green, 404 
U.S 997, 92 S. Ct 564, 30 L. Ed. 2d 550 
(1971). 

(e) Section 2.12(b) essentially repeats 
the interpretation given In 1 1401 02(b) 
of the previous regulation except that it 
takes account of the special provisions 
Inserted in the new law with reference 
to the Veterans Administration, and 
makes clear that the exemption for com- 
munications within the military- VA sys- 
tem does not generally apply to records 
pertaining to civilians. 

(f) Section 2 12(c). which deals with 
the question of how the period covered 
by any given set of records affects the 
applicability of these regulations to them, 
restates the principle set forth in I 1401 - 
02(a) of the previous regulations, and 
applies it to records in the fleld of alcohol 
abuse as well as drug abuse. The author- 
izing legislation contains no effective 
date provisions. A construction which 
would apply the statutes to records of 
completely closed treatment epBodes, 
records necessarily made and maintained 
prior to the enactment of the legislation, 
would create serious administrative prob- 
lems. It seems doubtful. In any case, 
whether such records have been "main- 
tained," within the meaning of the stat- 
utes, during any period of time after 
their enactment On the other hand, If 
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treatment Is actually carried on after the 
enactment of the applicable statute, then 
all the records should be covered Ir- 
respective of when treatment was begun, 
because such records clearly are being 
"iralntalned" after the enactment of the 
legislation. 

(g) Section 2 12td) has been Included 
to make explicit one of the legal Impll* 
cations of the authorizing legislation, 
which )s cast In terms descriptive of the 
records which are to be confidential 
rather than of the recordkeepers on 
whom a duty Is thus Imposed. The result 
Is that, for example, where a SUte 
agerKy malntams an Individual client 
record which contains Identifying Infor- 
mation about a client (I.e.. patient) re- 
ceiving treatment or rehabilitation serv- 
ices for drug abuse, such a record Is clear- 
ly a record maintained In connection with 
a drug abuse prevention function, and is 
subject to the provisions of this part. The 
fact that the record may also be required 
by statute or regulations per* lining to 
eUglblllty for Federal Flrancial Partici- 
pation would in no way exempt the rec- 
ord from -the prohibitions and require- 
ments of this part Thus, it would b^ un- 
lawful and a violation of these regula- 
tions for such a record to be made avail- 
able to a law enforcement agency, or to 
determine (without the prior written 
consent of the client) eligibility for other 
welfare benefits, or for any other ad- 
ministrative or Investigative uses or pur- 
poGea which would Involve or result in an 
Identification of the client to a third 
party. 

§ 2.13 Cen<T«l nilrs rrgarding cOnft- 
d^ntiality. — Rules. 

(a) In general Records to which this 
part applies shall be confidential and 
may be disclosed only as authorized by 
this part, and may not otherwise be di- 
vulged in any civil, criminal, adminis- 
trative, or legislative proceeding con- 
ducted by any Federal. State, or local 
authority, whether such proceeding Is 
commenced before or after the effective 
date of this part. 

(b) Unconditional compliance re- 
quired. The prohibition upon unauthor- 
ized disclosure applies irrespective of 
whether the person seeking disclosure 
already has the information sought, has 
other means of obtaining It, enjoys offi- 
cial status, has obtained a subpoena, or 
asserts any other Justification or basis 
for disclosure not expressly authorized 
under this part. 

(cJ Information covered by prohibi- 
tion. The prohibition on unauthorized 
disclosure covers all Information about 
patients, including their attendance or 
absence, physical whereabouts, or status 
as patients, wr.ether or not recorded. In 
the possession of program personnel, ex- 
cept as provided in paragraph (d) of this 
section. 

(d) Crimes on program premises or 
against program personnel Where a pa- 
tient commits or threatens to commit a 
crime on the premises of the program or 
against persormel of the program, 
nothing In this part shall be' construed 
as prohibiting penonnd of the program 
from seeking the assistance of, or re- 
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porting such crime to. a law enforcement 
agency, but such report shall not Iden-^ 
tify the suspect as a patient. In 
any such situation, Inunedlate cotislder- 
ation should be given to seeking an order 
under Subpart E of this part to permit 
the disclo6ure of such limited informa- 
tion about the patient as may be neces- 
sary under the circumstances. 

(e) Implicit and negative disclosures 
prohibited. The disclosure that a person 
(whether actual or fictitious) answering 
to a particular description, name, or 
other identification is not or has not been 
attending a program, whether over a 
period of time or on a particular occa- 
sion, is fully as much subject to the pro- 
hibitions and conditions of this part u 
a^'disclosure that such a person is or has 
been attending such a program. Any im- 
proper or unauthorized request for any 
disclosure of reccM'ds or information sub- 
ject to this part must be met by a non- 
comnrilttal response. 

<f> In-patients and residents. The 
presence of any In-patient In a medical 
facility or resident In a residential facil- 
ity for the treatment of drug or alcohol 
abus€ may be acknowledged to callers 
and visitors with his written consent 
Without such consent, the presence of 
any In-patient or resident In a facility 
for the treatment of a variety of condi- 
tions may be acknowledged if done in 
such a way as not to Indicate that the 
patient is being treated for drug or alco- 
hol abuse. 

§ 2,13-1 General rulw regarding confi- 
dentiality. — Ba»i$ and purpose. 

(a) Section 2 19(a) enunciates the 
general principle of the statutory pro- 
visions, and is unchanged from 1 1401 03 
of the previous regulations. 

(b) Sections 2 13(b) and 2.13(c) have 
been added on the basis of written com- 
ments on the draft regulations published 
August 22. 1974, in which there was a 
documented report that counsel for a 
program had advised the program that It 
could furnish Information to the FBI 
about patients without their written con- 
sent and without completing a full Judi- 
cial proceeding In accordance with Sub- 
part E of this part. Sections 2.13(b) and 
2 13(c) should clarify the original Intent 
of the statutes and regulations to the ex- 
tent of precluding such errors In the 
future. 

(c) In the situation described in 
I 2.13(d). the deslrablUty of the general 
prophylactic rule prohibiting disclosures 
by program personnel about patients re- 
gardless of whether such disclosures are 
from a written record must yield to the 
practical necessity to permit protection 
from, and prompt reporting of. criminal 
acts. In the preface to the first set of 
regulations ls«;ued under 21 USC. 1175. 
It was emphasized that the operation of 
that section "in no way creates a sanc- 
tuary for criminals." (37 FR 24636. No- 
vember 17. 1972). Section 2 13(d) is con- 
sistent with that contemporaneous ad- 
ministrative construction. 

, (d) Sectk>n 213(e) is adapted from 
I 1401 11 of the August 22, 1974 draft. 
Tlie suggestion that this part be cited 
when declining to give Information has 
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been deleted on the basis of comments 
that correctly pointed out that such a 
citation, if given by an institution or 
program maintaining some records 
covered by this part and some not. would 
serve to identify the records inquired 
about as pertaining to treatment covered 
by this part. 

Section 2 13(f) merely clarifies the ef- 
fect of the preceding paragraphs In the 
special situations to which paragraph (f) 
relates. 

§ 2.14 Penally for >ioUtiona. — Rule*. 

(a) Penalty provided by lauf. Any per- 
son who violates any provlsk>n of the 
authorizing legislation or any provision 
of this part shall be fined not more than 
$500 in the case of a first offense, and 
not more than $5,000 In the case of each 
subsequent offense. 

(b) iipplicafion fo subsequent offen* 
ses. Where a defendant has committed 
one offense tmder either section authoriz- 
ing this part or any provision of this part 
authorized by that section, any offense 
thereafter conmiltted under the same 
section or any provision of this part au- 
thorized under that section shall be 
treated as a subsequent offense. 

§2.14-1 Penally for vioUlioni. — BaiU 
and purpots. 

(a) Section 2.14 sUtes the criminal 
penalty provided for In subsection (f) of 
the sections authorizing this part. It is 
Included In this part for convenience 
and completeness. Some of the com- 
ments received on this section when 
originally proposed suggested that crimi- 
nal penalties for violation should include 
imprisonment, but such a change would 
have to be made by legislation rather 
than rulemaking. 

(b) Section 2.14(b) clarifies the inten- 
tion that the "subsequent offense" need 
not be identical to the first offense, as 
long as it is committed with respect to 
the same statutory section. For example, 
a person whose first offense had c(m- 
sisted of improperly releasing the name 
of a patient In an alcoholism treatment 
program would be punishable for a ''sub- 
sequent offense" If he later gives out in- 
formation from the diagnostic work-up of 
an alcoholism patient. 

§ 2.15 Minor patients Rtilet. 

(a) Definition of minor. The term 
"minor" means a person who has not at- 
tained the age of 18 years or. in a SUte 
where a different age is expressly pro- 
vided by State law as the age at which 
a person ceases to be a minor, the age 
prescribed by the law of such State. 

(b) Co?wenf fo disclosure in general. 
Except as provided in paragraph (c), 
where consent Is required for any dis- 
closure under this part, such consent In 
the case of a minor must be given by 
both the minor and his parent, guardian, 
or other person authorised under State 
law to act in his behalf, but any dis- 
closure made after the patient has ceased 
to be a minor may be consented to only 
by the patient. 

(c) Rule when State law authorizes 
treatment without parental consent. 
Whenever a patient, acting alone, has the 
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legal capacity under the applicable State 
law to apply for and obtain such diagno- 
sis, couiiselling. administration of medi- 
cation, or other services as actually are 
or were provided to him by the program 
with respect to which he is or was a 
patient, any consent required fpr dis- 
closure under this part may be given only 
by the patient, notwithstanding the fact 
that the patient may be a minor. 

(d) Initial contacts When a minor 
applies for serv.ces under circumstances 
other than those described in paragraph 
(c) of this section, the fact of such ap- 
plication may not be disclosed, except as 
«n Incident to a communication au- 
thorized under para^aph (f ) of this sec- 
tion, without consent of the .applicant, 
to the applicant's parent, guardian, or 
other person authorized under State law 
to act on behalf of the applicant. When 
such an applicant refuses consent, it 
must be explained to the applicant that 
while he or she has the right (subject 
to the provisions of paragraph (f) of this 
section) to withhold such consent, the 
services applied for cannot be provided 
without it 

(e) Collection or attempted collection 
of payment for services Where State 
law authonzes the furnishing of services 
to a minor without the consent of the 
minor's parent or guardian, no inquiry 
may be made of the parent's or guard- 
ian's financial responsibility, and no bill, 
statement, request for payment, or any 
other commitnication in respect of such 
services may be tran^*^ itted directly or 
indirectly to such parent or guardian, 
without the express written consent of 
the patient Such consent may not be 
made a condition of the furnishing of 
services except m the case of a program 
which is not required by law. and doer 
not in fact hold itself out as willing, to 
furnish services irrespective of ability 
to pay 

(f) Applicant lackmsf capacity for 
rational c/ioice When, m the Judgment 
of a program director a minor applicant 
for services, because of extreme youth or 
mental or physical condition, lacks the 
capacity to make a rational decision on 
whether to consent to the notification 
of a parent or guardian, and the situa- 
tion of the applicant poses a substantial 
threat to the life or physical well being 
of the applicant or any other individual, 
and such threat might be reduced by 
communicating the relevant facts to a 
parent or guardian of the applicant, 
such facts may be so communicated by 
the program director or by program per- 
sonnel authorized by the director to do 
so 

9 2.15^1 Minor palirnlA.— ^Ba^U and 
purpo^r. 

(a) The statutes authorizing this part 
are totally silent on the Issue of the 
capacity of a minor to give consent for 
disclosures, and there is nothing in the 
legislative history to suggest that the 
question was ever considered by Con- 
gress The question Is. however, one 
which arises repeatedly, and it Is there- 
fore appropriately addressed under the 
geneial rulemaking authority conferred 



by subsection (g) of the authorizing 
legislation 

(b) Perhaps no legal issues are more 
highly charged than those affecting the 
relationship of parent and child. Since 
Congress has not evidenced an intention 
to affect this rf^lationship. it is clear that 
local law should govern, and the task of 
rulemaking is limited to that of insuring, 
as far as possible. tX\?X the results under 
Federal law are consistent with local 
policy. 

(c) Where a State has authorized the 
furnishing of treatment or other serv- 
ices of a given type to a minor without 
notice to or consent by the parent or 
guardian, it seems clear that a consist- 
ent Federal policy with respect to dis- 
closure requires that consent for any 
disclosure of the treatment record be 
given by the minor. This policy, more- 
over, should not be frustrated by at- 
tempts to enforce parental financial re- 
sponsibility in a situation where the 
State itself has determined that the 
minor should have a right to obtain 
services without involving the parent. 

(d) A much more difficult problem is 
presented in the case of a minor who ap- 
plies for services in a Jurisdiction which 
has not determined tha^ a minor should 
have the right to obtain them without 
parental knowledge or consent llie 
question may arise as to whether the 
clinician has an ethical or legal duty to 
notify the parent which conflicts with a 
duty of nondisclosure The rules in i 2 15 
are based upon the theory that Federal 
law should not imalidate a State policy 
which prohibits treatment without 
parental consent, but that keeping con- 
fidential a mere application for treat- 
ment Is not ordinarily a sufTicient trans- 
gression of such a State policy as to re- 
quire an exception to the general Federal 
policy prohibituig disclosure of an appli- 
cation for services without the consent 
of the applicant 

(e) Section 2 15(f> deals with the case 
ot the minor applicant who lacks the ca- 
pacity to make a rational choice about 
consenting to disclosure It is^ based upon 
the theory that where a person is ac- 
tually as well as legally incapable of 
acting in his own interest, disclosures to 
a person who Is legally responsible for 
him may be made to the extent that the 
best interests of the patient clearly so 
require. Any other rule could subject 
clinicians to an intolerable choice be- 
tween violating the provisions of this 
part on the one hand, or failing to take 
action to avoid a preventable tragedy 
Involving a minor, on the other. Hie 
statutes authorizing this part should not 
be read as requiring such a choice. 

§ 2.16 Incompelfnt and deceased pa* 
ticnii.' — Rules. 

(a) Incompetent patients other than 
minors. Where consent is required for 
any disclosure under this part, such con- 
sent in the case of a patient who has 
been adjudicated as lacking the capac- 
ity, for any reason other than insuflB- 
cient age. to manage his or her own af« 
fairs may be given by the guardian or 
other person authorized under State law 
to act in the patient's behalf. 



(b) Deceased patients. 

(1) In general. Except as provided in 
paragraph (b) (2) of this section, where 
cojirient Is required for any disclosure of 
this part, such xonsent in the case of 
records of a cWceased patient m&f be 
given by an executor, administrator, or 
other personal representative. If there 
is no appointment of a personal repre- 
sentative, such consent may be given by 
the patient's spouse, or If none, by any 
responsible member of the patient's 
family. 

(2) Vital statistics 1' the case of a 
deceased patient, disclosures required 
under Federal or State laws involving 
the collection of death and other vital 

statistics may be made without consent 

9 2.1^1 Incompetent and deceaicd 
patient*.— -Basis and purpo«e. 

Section 2 16 essentially repeats the 
substance of f 1401.04 of the previous 
regulations, broadened to reflect the fact 
that the statutes now allow Any con- 
sensual disclosures permitted by the reg- 
ulations, and to eover the situation of 
deceased iiatients for whom no formal 
appointment of an executor, administra- 
tor, or other personal representative has 
been made. Written comments were re- 
ceived to the effect that the power to 
consent to disclosure in the case of a 
deceased patient should be limited to a 
personal representative The expeos^ of 
probate or administration in some Juris- 
dictionb could cause flnancial hardship 
to survivors, and on balance it is believed 
that where the assets of an estate are 
Insufficient to Justify the appointment 
of a personal representative, the public 
Interest is served by permitting others to 
consent to disclosure. 

§ 2.17 ^curily precautions.— ^Rulea. 

(a) Precautions required. Appropri- 
ate precautions must be talcen for tne 
security of records to which this part 
applies. Records containing any irifor- 
mation pertaining to patients shall be 
kept in a secure room, or In a locked flle 
cabinet, safe, or other similar contained, 
when not in use. 

(b) Policies and procedures. Depend- 
ing upon the type and size of the pro- 
gram, appropriate policies and proce- 
dures should be Instituted for the further 
security of records. For example, except 
wher^ this function Is personally per- 
fonr»ed by the program director, a single 
member of the program staff should be 
designated to process inquiries and re- 
q[Uests for patient information, and a 
written procedure should be In effect 
regulating and controlling cccess by 
those members of the staff whose re- 
sponsibilities require such access, and 
providing for accountability. 

§ 2.17—1 Security prfcaulionn. — Basts 
and purpose. 

The enormous variations in both the 
size and the type of prograrps to which 
this part is applicable preclude the 
formulation of speciflc requirements 
with respect to the physical security of 
records Almost any requirement which 
could be laid down would, under some 
circumstances, either be impracticable or 
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perverse in its effects For example, in 
a facility handling a variety of medical 
records, all of uhJch are confidential and 
60 marked, a rer«uirement that those 
pertaining to dru^ or alcohol treatment 
be marked In any distinctive way would 
merely serve to identify such records as 
pertaining to drug or alcohol treat- 
ment — precisely the opposite of the in- 
tended result. The purpose of 1 2 17, 
which Is based upon } 1401 25 of the 
previous regulations, is to alert programs 
to the necessity of exercising due care 
with respect to the security of patient 
records 

§2.18 Exirni of dUclofturc. — Rule. 

Any disclosure made under this part, 
.whether with or without the patient's 
consent, shall be limited to information 
necessary in the light of the need or 
purpose for the disclosure. 

§ 2.18-1 ExIrnI of «1i«flo-urr. — R.»«*i«. 
and purpose. 

(a) Section *2 18 expresses the general 
principle, which has application in many 
different contexts, that any disclosure 
from records covered by this part should 
be limited to information necesjwiry In 
the light of the need or purpose for the 
disclosure. It is identical to § 1401 06 of 
the previous regulations. 

(b> This section should not be mis- 
understood as imposing a limitation on 
the scope of records which may or should 
be made available to health agencies con- 
ducting inspections as described in § 2 55. 
All of the records maintained by a pro- 
gram may be relevant to such InspecUon. 
The Congress has determined that dis- 
closure under such circumstances is not 
a violation of the statutes authorizing 
this part; where such disclosure is re- 
quired by Federal or State law. and the 
inspecting agency Is a qualified State 
health agency as defined in § 2 55(e)(1), 
it becomes the responsibility of that 
agency to protect the confidentiality of 
information it acquires in the course of 
its lawful activities. 

§ 2.19 Vnderro\rr ngrnU niid inform- 
ants. — Rulet. 

(a) Definitions As used in this sec- 
tion, I 2 19-1. and IS 2.67 and 2 67-1.— 

(1) The term "undercover agent*' 
means a member of any Federal. State, or 
local law enforcement or investigative 
agency whose identity as such is con- 
cealed from either the patients or per- 
sonnel of a program In which he enrolls 
or attempts to enroll. 

(2) The term "informant" means a 
person who. at the request of a Federal, 
State, or local law enforcement or in- 
vestigative agency or ofRcer, carries on 
observation of one or more persons en- 
rolled In or employed by a program in 
which he Is enrolled or employed, for 
the purpose of reporting to such agency 
or officer Information conrerning such 
persons which he obtains as a result of 
such observation subsequent to such re- 
quest. 

(b) General pTohtbitir>n. Except as 
otherwise provided In paragraph (c) of 
this section, or as specifically author- 



ized by a court order granted under 
§ 2 67,— 

( 1 ) No undercover agent or informant 
may be employed by or enrolled in any 
alcohol or drug abuse treatment pro- 
gram; 

(2) No supervisor or other person hav- 
ing authority over an undercover agent 
may knowingly permit such agent to be 
or remain employed by or enrolled In 
any such program; and 

(3) No law enforcement or Investiga- 
tive officer may recruit or retain an In- 
formant with respect to such a program. 

(c) Exceptions, The enrollment of a 
law enforcement officer in a treatment 
program shall not be deemed a violation 
of this section if (1) such enrollment is 
solely for the purpose of enabling the 
officer to obtain treatment for his own 
abuse of alcohol or drugs, and (2) his 
status as a law enforcement officer is 
known to the program director. 

§ 2.19-1 Undercover agrnts Mnd inform* 
ants. — Bail's and purpose. 

(a) In many instances, persons who 
are patients in treatment programs are 
making their first tentative efforts to- 
ward re-Integration Into productive so- 
ciety. They may be both vulnerable and 
suspicious, and the presence in a treat- 
ment program of undercover law enforce- 
ment agents or informants can have a 
devastating effect on the program's 
morale and therapeutic effectiveness. 
Moreover, it woujd appear that the pur- 
pose of such agents or informants may 
be to obtain precisely the type of per- 
sonal Information which might be re- 
vealed by inspection of counselor notes 
and other patient records maintained by 
the program. Thus, the placing of an 
undercover agent or informant in a 
program, either as a patient or as an 
employee, would appear to be contrary 
to the purposes fur which the provisions 
of law authorizing this part were en- 
acted, and properly subject to prohibition 
under regulations expressly authorized to 
carry out those purposes. 

(b) From a policy standpoint. 1 2.19 Is 
based on the reasoning that while the 
use of undercover agents and Informants 
in treatment programs is ordinarily to 
be avoided, there may occasionally arise 
circumstances where their use may be 
Justified. Accordingly, where a showing is 
made in an application for an order 
under S 2.67 that the criteria 'set forth in 
that section are satisfied, the court may 
grant such an order. 

(r> When this section of the regula- 
tions was proposed, numerous written 
comments were received urging that 
there be an absolute prohibition on the 
use Df undercover agents and inform- 
ants, and most of the witnesses at the 
hearings who addressed the issue at all 
testified to the same effect. A number of 
comments were received to the effect 
that I 2 19 should be dropped altogether, 
but this request was always clearly and 
often explicitly predicated on the as- 
sumption that failure to say anything 
about undercover agents and informants 
would make their use Illegal. Our view 
is to the contrary: we think that the 



statutes, standing alone, do not prohibit 
the practice, and thus that in the absence 
of a specific prohibition in these regula- 
tions, the use of undercover agents ana 
informants in treatment programs would 
not be unlawful Since this is a view 
which we believe to be shared by the law 
enforcement and investigative agencies 
which are affected by § 2 19. there is as 
a practical matter no alternative to pi ed- 
icating the.se regulations upon its cor- 
rectness. 

(d) However desirable it may be to 
limit the use of undercover agents and 
informants in treatment programs, we 
think a strong argument can be made 
against our power to impose an absolute 
prohibition. To the extent that the prac- 
tice Is susceptible to regulation through 
the rulemaking process at all. It Is on the 
theory that It opens the way to dis- 
closure of information which Is or should 
be in program records, and thus Is con- 
trary to the purposes of the statutes. 
Smce subsection (g) of the statutes con- 
fers express rulemaking authority to 
carry out these purposes, regulation of 
the use of undercover agents and In- 
formants Is a proper subject for the ex- 
ercise of that authority. But even the 
express statutory prohibition against di- 
rect disclosure of the content of patient 
records is subject to the power of the 
coiuls to authorize such disclosure imder 
subsection (b)(2)(C) of the statutes. It 
seems difficult to argue that Congress in- 
tended to confer on rulemaking agencies 
the authority to Impose an absolute pro- 
hibition even t!.ough Its own restrictions 
(other than those on dj^losures of pa- 
tient Identities from secondary records) 
are subject to being set aside by court 
order In particular cases Since we have 
not attempted to exercise such an au- 
thority. It Is not necessary to decide at 
this time whether it was conferred 

(e) A careful reading of the definitions 
set forth in I 2 19(a) is crucial to an 
understanding of the prohibitions which 
are Imposed by I 2 19 Objections to the 
section were made Informally but vigor- 
ously on behalf of the Drug Enforcement 
Administration, on the ground that the 
testimony of ihformants or undercover 
agents Is frequently if not normally 
essential to the successful prosecution of 
cases arising under the Controlled Sub- 
stances Act. It was said that in the form 
originally proposed, the section would 
cut off from treatment those who might 
agree to cooperate with law enforcement 
authorities, a result both inhumane and 
counterproductive. As the definition of 
an informant is intended to make clear, 
however, it is his function vis-a-vis per- 
sonnel and fellow patients in the program 
In which he is enrolled which Is con- 
trolling, and not his relationship, per se, 
with an Investigative agency. 

(f ) Finally, the definition of informant 
Is intended to clarify the distinction be- 
tween an informant and an ordinary' wit- 
ness It is the element of prearrangement 
which is crucial. In one of the comments 
received on 12.19 as proposed. It was 
ur^ed that treatment programs should be 
considered as sanctuaries, but such a 
result was explicitly disclaimed In the 
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Initial publication of the previous regula- 
tions (37 FR 24636) In so saying, we are 
by no means insensitive to the anxieties 
repeatedly expressed in both testimony 
and Comments on this section, but we 
believe that the prohibition contained in 
i 2 19 and the procedures and criteria set 
forth in i 2 67 provide a measure of 
relief which is consistent with the struc- 
ture and intent of the underlymi? 
statutes 

§ 2.20 Id'*riliri( Jlioii cjrtl^. — RirlcA. 

(a) Required use prohibited No pro- 
gram may require or request any patient 
to carry in his or her possession, wh' e 
away from the program premi.'^*'', an 
Identification card or ot^^. lorm of 
identification M:*^ . ,5ued by the pro- 
gram or whi«h would tend to identify the 
bearer as a participant m it or any similar 
program, 

(b) Conditions of voluntary use Noth- 
ing in this section prohibits a program 
from issuing an identification card to a 
patient if the patient's counsellor or other 
authorized member of the program staff 
has explained to the patient that accept- 
ance and use of the card is entirely 
voluntary and that neither an initial 
rejection nor a subsequent discontinua- 
tion of its u.se will in any way prejudice 
his or her record or standing in the pro- 
gram In the case of any patient to whom 
an identification card or similar device 
was Issued prior to the effective date of 
this section, or subsequent thereto in 
violation of this section, a counsellor or 
other authorized member of the program 
staff shall explain to the patient his right 
to turn it in without prejudice at any 
time 

(c) On-premi!>es exemption Nothing 
in this section prohibits d program from 
maintaining and using on its premises 
card^. photographs, tickets, or other de- 
vices, or using passwords or other litfor- 
mation, to assure positive identification 
of patients, co^l^t recording of attend- 
ance or medication, or for other ifl*oper 
purposes, els long- as no pressure is 
brought on any patient to carry any such 
device when away from the program 
premises. 

§ 2.20^1 Idrnlificalion cards.'— Bssis and 
purpose. 

Section 2 20 is In furtherance of one 
of the basic purroses of the statutes au- 
thorizing this |)art, namely, protection 
of patient* from Improper disclosure of 
their status as such. Regrettably, there 
appear to be areas where possession of a 
treatment program identification card 
can be prejudicial to a person under ar- 
rest or subjected to a search. In any part 
of the country, the accidental display or 
Circulation of such a card by reason of 
its loss or theft could have adverse con- 
sequences for a variety of reasons Since 
programs have other means of achieving 
the ends which identification cards are 
meant to serve* patients who do not wish 
to assume whatever risks may be involved 
in carrying such cards should not be 
compelled to do so. 



§ 2.21 Disposition of disconlinurd pro- 
gram rccords.^Rulrs. 

(a) General rule When a program dis- 
continues operations or is taken over or 
acquired by another program, its records 
to which this part applies with respect 
to any patien t may, with the written con- 
sent of that patient, be turned over to the 
acquirmg program or. if none, to any 
other program specified in the patient's 
consent. Except as otherwise provided in 
this section, any records to which this 
part applies, but for the transfer of which 
patient consent is not obtained, shall be 
either completely purged of patient 
identifying information, or destroyed. If 
any effort to obtain consent for transfer 
Is made, it shall be by means which mini- 
mi;^ the likelihood of accidental or inci- 
dental disclosure to any third party of 
the patient's identity as such 

(b) Retention period Where records 
are required by law to be kept for a 



who are personnel of treatment pro- 
grams, researchers, auditors, evaluators. 
service organizations, or, others having 
access to such records or information, 
and continue (o apply to such individ- 
uals with respect to such records or in- 
formation after the termination of their 
employment or other relationship or ac- 
tivity giving rise to such access. 

^2.22>1 Former employees and 
ollier*>. — Ba^Is and purpose. 

The probition contained in i 2 22 is 
arguably an interpretation of the au- 
thorizing legislation which would be nec- 
essary as a matter of law even in the 
absence of this part; its validity as an 
exercise bf the^ rulemaking power con- 
ferred by subsection (g) of the authoriz- 
mg legislation seems beyond dispute 

§ 2.2.*} Kclalionsliip to Suie laws 

Rules. 

The enactment of the provisions of law 



specified period, and such period does not^^uthorizing this part was not intended 



expire until after the discontinuation or 
acquisition of the program, and patient 
consent for their transfer is not obtained, 
such records shall be sealed in envelopes 
or other containers marked or labelled as 
follows. "Records of (insert name of pro- 
gram! required to be maintained pursu- 
ant to [insert citation to law or regula- 
tion requiring that recprds be kept I until 
a date not later than December 31, (in- 
sert appropriate yearl." 2fhe same pro- 
cedure may be folIo\^ed [when It Is de- 
termined to retain recordfe for the period 
of any applic;>ble statute of limitations. 

(c) Custodial retention Records 
marked and sealed in accordance with 
paragraph (b) of this section may be held 
by any lawful custodian, but may be dis- 
closed br such custodian only under such 
circumstances and to such extent as 
would be permissible for the program in 
which they originated As soon as prac- 
ticable after the date s;'ecified on the 
label or legend required to be affixed 
pursuant to paragraph (b) of this sec- 
tion, the custodian shall destroy the rec- 
ords. In the case of any program termi- 
nated by reason of bankruptcy, the ex- 
pehse of compliance with this paragraph 
shall be an expense of administration of 
the bankrupt estate. 

§2.21 — 1 Disposilion 'of disconliriued 
program records. — Basis and pur- 
pose. 

While arguments can be made for re- 
quiring the destruction of records at the 
conclusion of their useful clinical life, 
there is wide disagreement on its span, 
and there are in addition research con- 
Mderatlons which argue for an even 
longer period of retention Except in the 
case of discontinued programs, it there- 
fore seems best to leave this issue for 
determination by the programs con- 
cerned. 

§ 2.22 Former cmployrcs and others.—- 
Rules. 

Hfie prohibitions of this part on dis- 
closure of patient records or Information 
contained therein apply to all individuals 



to preempt the field of law covered 
thereby to the exclusion of State laws 
not in conflict therewith If a disclosure 
permitted under the provisions of this 
part, or under a court order Issued pur- 
suant thereto. Is prohibited under State 
law. nothing In this part or in the pro- 
visions of law authorizing this part may 
be construed to authorize any violation 
of such State law No State law. how- 
ever, may either authorize or compel any 
disclosure prohibited by this part 

I 2.23-1 R^lHlionsliip to Stale laws. — 
Basis and purpose. 

Section 2 23 sets forth publicly an in- 
terpretation which, in informal commu- 
nications, has consistently been given to 
21 use 1175 since Its original enact- 
ment, and clearly has equal applicability 
to 42 use 4582. 

§2.21- Relationship to section 305(a) 
of Public Health Service Act and sec- 
tion 502(c) of Controlled Substances 
Act, — Rules. 

(a) Research privilege description. In 
some instances, there may be concurrent 
coverage of a program or activity by the 
provisions of this part and by a regula- 
tion or other admlnhtratlve action under 
section 303(a) of the Public Health Serv- 
ice Act (42 US.e. 242a(a)) or section 
502(c) of the eontrolled Substances Act 
(21 U.se. 872(c)). The latter two pro- 
visions of law. referred to hereinafter in 
this section as the research privilege sec- 
tions, confer on the Secretary of Health. 
Education, and Welfare, and on the At- 
torney General, respectively, the power 
to authorize researchers to withhold 
from all persons not connected with the 
research the names and other Identify- 
ing Information concerning individuals 
who are the subject of such research. The 
Secretary of Health. Education, and Wel- 
fare may grant this privilege with respect 
to any "research on mental health, in- 
tludlng research on the use and effect of 
alcohol and other psychoactive drugs." 
The Attorney General's power Is con- 
ferred as part of a section authorizing 
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research related to enforcement of laws 
under his jurisdiction concerning sub- 
stances which are or may be subject to 
control under the Controlled Substances 
Act, but is not expressly limited to auch 
research. Regardless of whether a grant 
of research privilege is made by the Sec 
retary or by the Attorney General, it is 
expressly provided that persons who ob- 
tain it **may not be compelled in any 
Federal. State, or local civil, criminal, 
administrative, legislative, or other pro- 
ceeding to identify" the subjects of re- 
search for which the privilege was ob- 
tained. 

(b) Comparison itnth authority for this 
part. Although they deal, in a sense, with 
the same subject matter, and may on oc- 
casion concurrently cover the same 
transactions, it Is important to note the 
differences between the research priv- 
ilege sections (21 U S.C. 872(c) and 42 
XJB.C. 242a(a>) and the provisions of 
law (21 use. 1175 and 42 U.8C 4582) 
which authorize this part. Briefly, these 
differences are as follows: 

(1) Although they contain broad 
grants of express rulemaking authority, 
the provisions of law by which this part 
is authorized are^ self-executing in the 
sense that they are operative irrespective 
of whether the rulemaking authority is 
exercised. The protection afforded by the 
research privilege sections, on the other 
hand, can only come into existence as a 
result of afCrmative administrative 
action. 

. (2) The provisions of law authorizing 
this part, as well as the provisions of this 
pai t itself, impose affirmative duties with 
respect to the records to which they 
apply, and the violation ?f such duties Is 
subject to criminal penalties. To tn^ 
extent that a privilege Is thereby created, 
it grows out of the duties thus Imposed. 
The research privilege sections, by coft* 
trast. Impose no duties by their own 
terms, and If any duties are implied from 
their existence, they would have to be 
enforced on the basis of an implicit civil 
liability for damages or by etiuitable re- 
lief, as there are no criminal or adminis- 
trative sanctions available. 

(3) The exercise of the authority con- 
ferr^ by the research privilege sections 
is subject to administrative discretion, 
whereas in the ca-^ of the duties imposed 
under this part there Is judicial discre- 
tion, within the limits and subject to pro- 
cedures and criteria prescribed by statute 
and regulation, to grant relief in par- 
ticular cases. 

(c) Grant of research privilege not af* 
fected bv ib) (2) (C) order. The issuance 
of an order under subsection (b) (2) (C) 
of either of the sections authorizing this 
part (21 U.S.C. 1175 and 42 U.SC 4582) 
in no i^ay affects the continuing effec- 
tiveness of any exercise of the authority 
of the Secretary of Health, Education, 
and Welfare under 303(a) of the Public 
Health Service Act (42 U.S.C. 242a(a)) 
or the Attorney General und^r section 
503(e) of the Controlled Substances \ci 
(21 U.8 C. 872(c)). 



§ 2.24-1 RelMlionHliip to section 303(m) 
of Public Hfaltli Service, Act and tec 
tlon 502(c) of Controlled Substances 
Act. — B«»is and purpose. 

(a) In Pub. L. 93-282, the Congress 
expresUy amended (by sections 122(a) 
and 303(a), 88 Stat. 131 and 137) the 
provisions of law which authorize this 
part, expressly amended (by section 122 
(b). 88 Stat. 132) the research privilege 
section under the Secretary's Jurisdic- 
tion, and made explicit reference (in sec- 
tion 303(d), 88 SUt. 139) to the regula- 
tions previously issued by the Special 
Action Office for Drug Abuse Prevention 
reconciling the provisions of section 408 
of the Drug Abuse Office and Treatment 
Act of 1972 with the provisions o' the 
research privilege sections. When the bill 
which became Pub. L. 93-282 was before 
the House of Representatives for its last 
Congressional consideration before 
transmission to the President, its floor 
manager. Chairman Staggers of the 
Committee on Interstate and Foreign 
Commerce, inserted in the Record a de- 
tailed analysis of the bill in its final form 
(Congressional Record, daily edition. 
May 6. 1974. page H3563). This analysts 
contained the following paragraph:, 

Th« relationship of section 303(ft) of the 
Public Health Service Act. authorizing the 
administrative grant of absolute confiden- 
tiality for research, to section 4o8 of the Drug 
Abuse Office and Treatment Act of 1973. re- 
quiring that Federmlly -connected drug abuse 
patient recorda generally be kept confiden- 
tial, has been correctly described In aji in- 
terpretative regulation, 2 '7FR. 1401 61 and 
1401 62. which was uphe^u in People v. New- 
man. 32 NY. 2d 379. |reverslng| 336 N.Y B. 
2d 127. 298 NiS 3d 651 (1973); certiorari 
denied, [414] 0 3 11163). 04 3. Ct 927. (39 L. 
Ed. 2d 116] (1974). For that reason, amojig 
others, section 303(d) of the Senate amend> 
ment expressly continues the effectiveness 
of the current regulation promulgated by 
the Director of the Special Action Office for 
Drug Abuse Prevention Thus, although sec- 
tion 502(c) of the Comprehensive Drug 
Abuse Prevention and Control Act of 1970 
Is not explicitly referred to in this legisla- 
tion, the congressional intent Is clear that 
the authority conferred by that section was 
not modified by Pub, L. 93-255. and not 
Intended to he modified by the hill now he- 
fore the House. 

(b) Sections 2 24 and 2 61 restate. In 
substance, the interpretative rules 
(in 401 61 and 1401 62 of the previous 
regulations) referred to in the passage 
quoted in paragraph (a) of this section, 
modified to reflect the amendment made 
to section 303(a) of the Public Health 
Service Act (42 USC. 242(a)) by Pub. 
L. 93-282. 

Subpart C — Disclosures With Patient's 
Consent 

§ 2.31 Vrillen consent required.— 
Rules. 

(a) Form of consent. Except as other- 
wise provided, a consent for a disclosure 
under this part must be in writing and 
must contain the following: 

(1) The name of the program which 
is to make th'' disclosure. 



(2) The name or title of the person 
or organization to which disclosure Is to 
be made. 

( 3 ) The name of the patient. 

(4) The .purpose or need for the dis- 
closure. 

(5) The extent or nature of informa- 
tlon to be disclosed. 

(6) A statement that the consent is 
subject to revocation at any time except 
to the extent that action has been taken 
in reliance thereon, and a specification 
of the date, event, or condition upon 
which it will expire without express re- 
vocation. 

(7) The date on which the consent is 
signed. 

(8) The signature of the patient and. 
wfien required under I 2 15. the signa- 
ture of a person authorized to give con- 
sent under that section; or. when re- 
quired under' S 2 16. the signature of a 
person authorized to sign under that 
section in lieu of the patient. 

<b) Duration of consent. Any consent 
given under this subpart shall have a 
duration no longer than that reasonably 
necessary to effectuate the purpose for 
which it is given. 

(c) Disclosure prohibited with defi- 
cient consent. No program may disclose 
any information on the basis of a con- 
sent form — 

(1) %hich on its face substantially 
fails to conform to any of the require- 
ments set forth in paragraph (a) . of this 
section, or 

(2) which is known, or In the exercise 
of reasonable care should be known, to 
the responsible personnel of the program 
to be materially false In respect to any 
item required to be contained therein 
pursuant to paragraph (a) of this sec- 
tion. 

(d) Falsification prohibited. No person 
may knowingly make. sign, or furnish ^o 
a program any consent form which Is 
materially false with respect to any item 
required to be contained therein pursu- 
ant to paragraph (a) of this section. 

§ 2.31-1 \rrStten consent required.— 
Basis and purpose. 

(a) The use of a consent form con- 
taining all of the elements spe<;^fled in 
f 2.31(a) is necessaiy to assure compli- 
ance with the requirements of this sub- 
part Under fi 140L21 of the previous reg- 
ulations, a much more abbreviated form 
was permissible, because the circum- 
stances under which any consent could 
be given were very strictly limited. Now) 
that the authorizing legtslatlon permits' 
disclosure with consent "to such extent, 
under such circumstances, and for such 
purposes as may be allowed under regu- 
lations.**^ the consent form should show 
on its face information sufficient to indi- 
cate compliance with the regulations. 

(b) Sections 2.31(b). 2.31(c). and 2 31 
(d> are an exercise of the general rule- 

tng authority in subsection (g) of 
the authorizing legislation. Section 2 31 
(c) imposes a legal liability on programs 
and their personnel for disclosure of In- 
formation on the basis of a materially 
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deficient coasent, and j 2 31(d) Imposes 
liability on any person who submits a 
falsified consent form to a program 

§ 2.32 Prohibiiion on retli-«'lo<>ur«. — 

(a) Notice to accompany disclosure. 
Whenever a written disclosure is made 
under authority of this subpart, except 
a disclosure to a program or other per- 
son whose records pertaining to the pa- 
tient are otherwise subject to this part, 
the disclosure shall be accompanied by a 
written statement substantially as fol> 
lows* "This information has been dis- 
closed to you from records whose confi- 
dentiality is protected by Federal law. 
Federal regulations (42 CFH Part 2) pro- 
hibit you from making any further dis- 
closure of it without the specific written 
consent of the person to whom it per- 
tainSt or as otherwise permitted by such 
regulations. A general authorization for 
the release of medical or other informa- 
tion is NOT sufficient for this purpose " 
An oral disclosure may be accompanied 
or followed by such a notice 

(b) Consent required for redisclosure, 
A person who receives Information from 
patient records and has been notified 
substantially in accordance with para- 
gr?ph (a) of this section is prohibited 
from making any disclosure of such in- 
formation except with the specific writ- 
ten consent of the person to whom it 
pertains, or as otherwise permitted under 
this part 

(c) Aes^rtc^ton on redi'^closure. When- 
ever information from patient records 
is needed by any person, such informa- 
tion must be obtained directly from the 
program maintaining such records and 
not from another person to whom dis- 
closure thereof has been made, except 
wliere the initial disclosure was inten- 
tionally and expressly made for the pur- 
pose of redisclosure (as for example in 
the car.e of an employment agency), or 
the information is no longer available 
from the program and redisclosure is 
not prohibited by any otiicr provision of 
this part. 

§ 2.32—1 Prohibition on redi-^rlusiire. — 
Basis iind purpo«^c. 

(a) Section 2 32 is intended to provide 
a reasonable protection against redis- 
closure of information disclosed with 
consent in accordance with this subpart. 
There Is, of course, no problem where 
the information becomes part of a record 
which is itself subject to this part because 
it is maintained in connection with the 
performance of a covered substance 
abuse . "eventlon function The difflculty 
arises when the disclosure Is made to 
jthosc whose records are not otherwise 
affected by this part. To attempt to make 
all of the provisions of this part appli- 
cable to such recipients with respect to 
such inforipation might raise serious 
problems of legality, administrative feasi- 
bility, and fairness, but where they are 
given actual notice that specific patient 
consent Is normally required for redis- 
closure, we think they can and should be 
bound by it. 



(b) Oral disclosures are not manda- 
torily covered because they should rarely 
be made to any recipient wiin whom the 
program does not have a continuing 
relationship Where such a relationship 
exists or the program is otherwise satis- 
fied that the recipient understands and 
will respect the confidential nature of 
the information supplied, tnere seems 
no need to add to the already heavy 
load of paperwork with v^hich programs 
must contend 

§2.33 DiagnoMiH, In^lnienl, mid rclia- 
biiiialion. — KuU*;}. 

(a) Disclosure authorized Wk^ere con- 
sent is given *n accordance with 12 31, 
disclosure of In^'ormation subject to this 
part may be made to medical personnel 
or to treatment or rehabihtatioii pro- 
grams where such disclosure is needed 
In order to better enable them to fur- 
nish services to the patient to whom 
the information pertains. 

(b) Traveling, incarcerated, or hospi- 
talized patients on medication Where a 
patent on medication is at a distance 
from his normal residence or treatment 
program or is incarcerated or hos- 
pitalized, or is otherwise unable to de- 
liver a written consent to his treatment 
program at the time the disclosure is 
needed, confirmation of the patient's 
st^L^and information necessary to ap- 
pr^Bwly continue or modify his medi- 
cation may be given to m«dical personnel 
in a position to provide services to the 
patient upon the oral representation of 
such personnel that the patient has re- 
quebted medication and consented to 
such disclosure. Any program making a 
disclosure in accordance with this para^ 
graph shall make a written memoran- 
dum showing the name of the patient, 
or the patient's case number assigned 
by the program, the date and time the 
disclosure was made, the information 
disclosed, and the names of the indi- 
viduals by whom and to whom it was 
made, 

§ 2.3.3—1 Oiagrnu^i^, trealnu>nl, jind re- 
habililalion.-~Iia>i> iind purpose 

(a) Section 2 33(a) is a restatenient 
of ihe policy set forth in § 1401 22(a) 
of the previous regulations, expanded to 
make explicit reference to nonmedical 
counselling and other treatment and re- 
habilitative services 

(b) Section 2 33(b) clarifies the cor- 
responding provision in | 1401 22(a) of 
the previous regulations by specifying 
how and through whom oral consent can 
be given, and li9)iting the disclosure to 
that necessary tc determine appropriate 
medication. 

§ 2.3 i Prevrnlion of rrrluin nuiltiple 
enroll nioiil 9.— -Kulos. 

(a) De/lnitioTis For the purposes of 
this section and I 2 55 — 

(Ij The terms "adniinLster**, "con- 
trolled substance", "dispense", "main- 
tenance treatment", and "detoxification 
treatment" shall respectively havo the 
meanings defined in paragraphs (2) , (6) , 
(10) , (27) , and (28) of section 102 of the 



ControUpd - ostances Act (21 USC. 
802) 

(2) Tne term "program" moans a 
program which offorj» maintenance treat- 
meut or detoxification treatment 

(3) The term "perniisMble central 
registry" means a qualified sei-vice or- 
gamxation which collects or accepts, 
from two or more programs (referred 
to hereinafter a^ member programs) all 
of which are located either within a 
given State or not more than i:>s niile*^ 
from the nearest point on the Dorder ot 
such State, patient identifying informa- 
tion about persons applying for main- 
tenance treatment or detoxification 
treatment for the purpose of enabling 
the member : ^grams to prevent any 
Individual from being concurrently en- 
rolled in more than one such program. 

(b) Use of central reyis tries prohibited 
except as expressly authorized. The fur- 
nishing of patient identifying informa- 
tion by a program to any central regis- 
try which fails to meet the definition of 
a permissible central registry set forth 
tn paragraph <sl)(3) of this section is 
prohibited, and the furnishing of patient 
identifying information to or by any 
central regiittry except as authorized in 
this section is prohibited Information 
pertaining to patients held by a central 
registry may be furnished or used in ac- 
cordance with paragraphs (e), (f), and 
(g) for the purpose of*j>re', - mul- 
tiple enrollments, but may not be other- 
wise furnished or used in connection with 
any legal, administrative, supervisory, or 
otlier action with respect to any patient. 

(c) Safeguards and procedures re- 
quired. To minimize the likelihood of 
disclosures of information to impostors 
or others seeking to bring about un- 
.authorized or Improper disclosure, any 
communications carried on by programs 
pursuant to this section must be con- 
ducted (1) by authorized personnel des- 
ignated in accordance with | 2.17(b) , and 
(2) in conformity with procedures e:)tab- 
lished in accordance with that section 

(d) Disclosures iw£/i respect to pa- 
tients in treatment. A member program 
may supply patiet)t identifying informa- 
tion and information concerning the 
type of drug used or to be used in treat- 
ment and the dosage thereof, with 
relevant dates, to a perniLsiible central 
registry with respect to any patient — 

U) When the patient is accepted for 
treatment, 

(J?) When the type or dohage of ttic 
drug is changed, and 

(3) When the treatment I5, inter- 
rupted, resumed, or terminated.' 

(e) Disclosures with respect to applica- 
tions, Wlien any person applies to a pro- 
gram for maintenance treatment or de- 
toxification treatment, then for tlie pur- 
pose of inquiring whether such person 
is currently enrolled In another program 
for such treatment, the program may 
funilsh patient identifying Information 
with respect to Mich person- 
CD To any permissible central regis- 
try of which the program Is a member, 
and 
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(2) To any other program ^lilch is 
not mf^r^ Mmn 200 miles dKUnt and 
«hlcn Is not a metnber of any central 
registry of ^lilch the inquiring program 
is H member 

(f) Program procedure in case of ap- 
parent concurrent enrollment When an 
inquiry pursuant to paragraph (e) (2v is 
made of another treatment nroc^ram and 
its response is affirmative, the two pro- 
grams may engage In such*'u»ther com- 
munication as may be ^ .cessary to estab* 
llsh whether an error has been made, and 
if none, the programs should proceed In 
accordance with sound clinical practice 
and any applicable regulations pertain* 
ing to the type of treatment involved. 

(g) Registry procedure in case of ap* 
parent concurrent enrollment. When an 
inquiry pursuant to paragraph (e) (1) is 
made of a permissible central registry 
and its response is affirmative, it may ad- 
vise the inquiring program of the name, 
.address, and telephone number of the 
other program, or It may advise the other 

" program of the Identity of the patient 
and the name, address, and telephone 
number of the Inquiring program, or It 
may do both, and In any case the two 
programs may then communicate as pro- 
vided ttt-paragraph-tf> above; 

(h) Advice to patients When the poli- 
cies and procedures of any program In- 
volve any disclosures pursuant to this 
section, before any patient Is accepted 
for or continued In treatment (other than 
detoxification treatment) after Septem- 
ber 30,'iy75, written consent In accord- 
ance v^iih $ 2 31 shall be obtained. Such 
consent shall set forth a current list of 
the names and addresses either of any 
programs or of any central registries to 
which such disclosures will be made. Not- 
withstanding the requirement of $2 31 
(a)(2>. such consent shall be efTectlve 
with rp.spc(;t to any other such program 
thereafter establi«^hed within 200 mUes. 
or any regls'-'y serving such programs, 
and shall so .^tate Such coiL^ent shall be 
efT*ctive for ft« l(ttig as the patient re- 
mains enrolled m the program to wlilch 
It is given. 

§ 2.3t— 1 rrr«(iiln>n of rrrtoin iiiuhipic 
rnrt>lliiirnt«. Ba^i^ Hitd purpose. 

Section 2 34 Is based upon S 1401 43 of 
the previous rtgulatlous It was omitted 
from the August 22. 1974 draft, but com- 
ments on the omission made It clear that 
in cerUtin are.ts of the country, central 
registries are a f"nrt!onal component of 
the treatment system, and that regula- 
tions to giiUle their operations are 
heeded 

§ 2.35 rt):tt1 roiiiKtil (t>r pAtit lit. — Riilrn. 

VVbcn a Ixina fide iittorney- lient re- 
latlr>nKiiip exists oetut on an uttorney-at- 
law and a puti*M)t, disc Id^ure of any In- 
fonnatlon In the patient's records may 
be made to Uie attorney upon the writ- 
ten application of 'he pa nt endorsed 
by the attorney Information so disclosed 
may not be f'lrtlicr disclosed by the 
attorney. 

§ 2.35—1 trfinl roiinxcl for palirnt.-<-~- 
HiivM Atii! i>iir|Kiie. 

Section 2 35 simplifies and broadens 
the statement of the policy embodied In 



f 1401 25 of the previous regulations Its 
purpose is to assure the availability to 
the attorney, with his client's consent, of 
any Information needed as a baji% for 
advice and counsel The purpose of the 
prohibition on further disclosure by the 
attorney is to guard against the possi- 
bility that the attorney might be forced 
to serve as a conduit for otherwise pro- 
hibited disclosures to third parties Ordi- 
narily, the attorney-Chen t privilege 
would suffice, but that privilege Is sub* 
ject to waiver by the client, whereas this 
prohibition is not. Where there is a need 
for disclosure to a third party of any 
given Information about any ratient, this 
prohibition In no way affects the avail- 
ability of other sections of this part to 
B,K horize such disclosure by the program. 

§ 2.^f> Patient** family and others.-^ 

W , consent is given In accordance 
with } ^ 31, Information valuatlng his 
current or past status In a treatment 
program may be famished to any person 
with whom the patient has a personal 
r'»latlonshlp unless, in the judgment of 
thf; person resporulble for the patient's 
treatment, the disclosure of such infor- 
mation would he harmful to the^ patient. 

§ 2.36*1 Patirnt*t family and others.^ 
Bafcis and purpose. 

Section 2 36 expresses the same policy 
as,was embodied In I 1401.27 of the pre- 
vH0?Us regulations, broadened to reflect 
the expanded authority for consensual 
dlsclasure under the authorizing legisla- 
tion. 

§ 2.37 Ttitrd-party papers and funding 
ttourcrs. — Rules. 

(a) Acqutsttion of information. Dis- 
closure of patient information to third- 
party payers or fundmg sources may be 
made only with the wntten consent of 
the patient giv«in In accordance with 
9 2.31 and any such disclosure must be 
limited to that Information which is rea- 
sonably necessary for the discharge of 
the legal or contractual obligations of 
the third-party payer or funding source. 

(b) Prohtbttion on disclosure. Where a 
funding source or third-party payer 
maintains records of the Identity of re- 
cipients of treatment or rehabilitation 
services for alcohol or drug abuse such 
redords are. under the authorizing legis- 
lation, maintained In connection with the 
performance of an alcohol or drug abuse 
prevention function ad are subject to 
the restrictions upon disclosure set forth 
in this part. 

§ 2.37*1 Tliird'party payers and fund- 
ing wotirrr«. — Ba*iis and purpose. 

Section 2 37 Is based upon the general 
authority to prescribe regulations to car- 
ry out the purposes of the authorizing 
legislation. The great diversity of con- 
tractual arrangements and legal require- 
ments under which the operations of 
third-party payers and funding sources 
are carried on precludes the prescription 
of detailed records management instruc- 
tions In these regulations, even it that 
were otherwise desirable. The general 
principles set forth in 1 2 37, however, 
should clarify the question of coverage. 



and where coverage exists, provide a 
standard which wih mlnlmlze^the likeU* 
hood of violations. See also |2.12-l(g). 

§ 2.38 Employers and employment 
agencies. — Rules. 

(a) Disclosure permitted. Where con- 
sent is given In accordance with I 2.31. 
a program may make disclosures in ac- 
cordance with this section. 

(b) Eligible recipients. A program^may 
make dlsclos"** under this section to 
publl£ or p employment agencies, 
employment :es, or employers. 

(C) Scope '^^ disclosure. Ordlnar'.ly, 
disclosures pursuant to this section 
should be limited to a verification of the 
patient's status In treatment or a gen- 
eral evaluation of progress !n treatment. 
More specific Information may be fur- 
nished where tber» u a bona fide need 
for such Information to evaluate hazardi 
which the employment may pose to the 
patient or oth'^rs, or where s^uch Informa- 
tion b otherwise directly re'levant to the 
employment situation. 

(d) Criteria /or approval. A disclosure 
under this section may be made if. In the 
judgment of the program director or hia 
authorlz.ed representative appointed as 
provided In | 2.17(b). the^oUowing cil-- 
terla are met: 

( 1 ) The program has reason to believe, 
on the basis of past expedience or other 
credible Infbrtnat.on (which may in 
approorlate cases consist of a written 
statem^'nt by if i employer), that such 
Information will be used for the purpose 
of assisting In the rehabilitation of the 
patient and not for the purl)o$e of Iden- 
tifying the IndiviQual as a patient In or- 
der to deny him employment or advance- 
ment because of his history of drug or 
alcohol abuse. 

(2) The Information sought appears to 
be reasonably necessary .In view of the 
type of employment Involved. 

§ 2.3^1 Employers and employment 
agencies.— Basis and purpose* 

Section 2 38 Is based on the rulemaking 
power conferred by subsection (b)(1) of 
the authorizing legislation, and U 
adapted from $ 1401.26 of the pievious 
regulations. Its purpose Is to allow dis- 
closures reasonably nece5;.^afy and ap- 
propriate to facilitate the employment of 
patients and former patients, while pro- 
tecting patients against unnecessary or 
excessively broad disclosures. It was 
urged In a comment received on the Au- 
gust 22, 1974 draft that disclosures to 
employers be flatly prohibited on the 
ground that the employer's sole legiti- 
mate concern Is with on»the-job per- 
formance. While we are not unsympa- 
thetic to this view, a jountervalling con- 
sideration is that in the case of ar 
employee or applicant who Is known by 
the employer to have a problem with 
drugs or alcohol, knowledge by the em- 
ployer of a genuine effort by the em- 
ployee to deal with It can make the dif- 
ference between a job and no job. 

§ 2.39 Criminal justice system refer* 
rals. — Rules. 

(a) Consent authorUed^ Where par- 
ticipation by an individual In a treatment 
. program is made a condition of such la- 
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dlvldual's release from conflnement, the 
dlapoaltlon or status of any criminal pro- 
ceedings against him or the execution 
or suspension of any sentence Imposed 
upon him, such Individual may consent 
to unrestricted communication between 
any program In which he is enrolled in 
fulfUlment of such condition and d) the 
court granting probation, or otiier post- 
trial or pretrial conditional release, (2) 
the parole board or other authority 
granting .parole, or (3) probation or 
parole officers responsible for his super- 
vision. 

<b) Duration of consent. Where con- 
sent M given Tor disclosures described in 
paragraph (a) of this section, such con- 
sent shall expire sixty days after it Is 
given or when th'.'re is a substantial 
Change In such person's status, which- 
ever Is later. For the purposes of this 
section, & substantial change occurs In 
the status of a person who, at tire tipie 
•uch consent Is ^ven. has been — 

(1) Arrested, when ach person Is 
formally charged or unconditionally re- 
^i«%sed from arrest: 

i2) Formally charged, when the 
charges have been dismissed with preju- 
dice, or the trial of such person has been 
commenced; 

(3) Brought to a trial which has com- 
menced, when such person has been 
acquitted oi^ sentenced . 

(4) Sentenced, when the sentence has 
been fully executed 

(c) Revocation of , consent An indi- 
vidual whose release fr<£)m confinement, 
probation, or parole Is conditioned upon 
his participation In a treatment program 
may not revoke a consent given by him 
in accordance ^ith paragraph (a) of this 
section until there ha^ been a formal 
and effective terminatloit or revocation 
of such release from confinement, pro- 
bation, or parole. 

(d> Restrictions on redisclosure Any 
Information directly or indirectly re- 
ceived pursuant to this section may be 
used by the recipients therepf «nly In 
connection with their ofBcial duties with 
respect to the particular individual with 
respect to w^om ii was acquired Such 
recipients may r^ot make such informa- 
tion available for general Investigative 
purposes, or otherwise useMt In unrelated 
proceedings or make It available for 
unrelated purposes. 

S 2.39-1 Criminal jubilee sysleni rtter- 
rals.-— Ba<(ts and purpose. 

(a) On the basis of <^x\enstve written 
comment and oral communications 'fe- 
celved on the subject ma^r of 1 2 39 
as proposed In the May 9, 1975 notice 
(designated a^ | 2 40 In that notice), we 
have concluded that the latitude allowed 
tnd the conditions IrpQOsed In 9 2 39 aa 
tet forth above are necessary and proper 
to effectuate the purposes of the author- 
izing legislation. 

(b) From a legal stand^int. it seems 
highly doubtful whether. In a proceeding 
to revoke probation or parole, the due 
p ocesa requirements laid down In Afor- 
rissey v. Brewer, 408 US. 471, 92 SCt. 
2593, 33 L.Ed 2d 484 (l|fl^) and C gnon 
V. Scarpein, 411 US 778; 93 SCt. 1756, 
36 L.Cd2d 6l6 (1973) Could be met b7 
tn unsupported general evaluation by a 



treatment program to the effect that a 
patient's status or progress 4n treatment 
was unsatisfactory Thus, If such an eval- 
uation were all that could be communi- 
cated by a program about a pa^'i.lcular 
patient's conduct during the period he 
was in treatment, a condition requiring 
satisfactory participation In a treatment 
program would to all intents and pur- 
poses become unenforceable Moreover, if 
it were held to be enforceable, the opera- 
tive decision on the revocation Issue 
would then be made by the program, ar- 
guably exacerbating rathei han alleviat- 
ing its role-conflict problem It may thus 
be the part of wisdom to confess that 
some degree of role-conflict is Inherent 
In the situation of any program which 
accepts criminal Justice referrals If so, 
the Issue then becomes that of flnding 
the most constructive way to handle Ihe 
conflict, rather than a sterile and futile 
effort to avoid It altogether. 

(c) We are persuaded that In many 
Instances a prohibition on free com- 
munication between probation officers 
and drug abuse program counsellors 
would have profoundly deleterious effects 
on the rehabilitative process Many pro- 
bation officers bring to their work a high 
degree of training, professionalism, and 
experience They are under no illusion 
that they are dealing with a clientelle 
which will never stumble or relapse, and 
If they have the Information necessary 
to Intervene at an early stage of^flch 
an episode, their Intervention '^aqflRen 
make the difference between sucopR and 
failure for the client. 

(d) There Is. however, nothing ir the5e 
regulations which precludes treatment 
prograims from entering into agreenei ts 
or an'angements with agencies or insti- 
tutions of the criminal justice system to 
regulate or restrict the subject matter or 
form of communications of information 
about patients For example, such an 
arrangement might provide for free oral 
communication between counsellors and 
probation officers, while restricting for- 

unal written reports by the program to 
BDecifled types of so-called hard data 
such as attendance and urinalysis results. 
In view of widely differing conditions and 
attitudes In various parts of the counti*y. 
substantial variations In such arrange- 
ments are not only expectable but de- 
sirable. 

(e) A further aspect of this matter, 
which was not adequately considered or 
dealt with In the May 9 proposal. Is the 
Impact which the rules laid down In 
1 2 39 have on the bail decision There Is 
a high con elation bet^iveen the disposi- 
tion of the application for ball and the 
type of sentence which may be meted 
out upon convlcUon. The contrast be- 
tween the recidivism rates for those who 
receive treatment and supervision, as 
against tho<;e who simply receive the 
punishment of Incarceration. Is a power- 
ful argument agillpst restrictions which 
would tend to narrow the circumstances 
under which conoclentious Judges can 
grant bail. 

(f) It mtist be emphasized that S 2 39 
In no way reduces tlie necessity to obtain 
written consent from patients, whether 



or not referred by the cruninal justice 
system, before disclosures for the pur- 
poses here involved can be made by pro- 
grams. We have been urged to maJce an 
exception from the requirement of § 2 31 
In the case of parolees and probationers., 
but such an exception woulf* be wholly 
unsupported by the authorizing legisla- 
tion In fashioning these regulations. It is 
not our privilege to adorn a tabula rasa 
according to our own predilections 
rather, it is our duty to interlineate a 
statute with fidelity to its spiiit. its 
terms, and its purposes. 

§ 2.40 Silualions nut ollierv^isc pro\ul4 4l 
for.*— Rule«i. 

(a) Criteria for approval In any sit- 
uation not otherwise specifically pro- 
vided for in thl5 subpart, where consent 
is given in accordance with § 2 31, a pro- 
gram may make a disclosure for the 
benefit of a patient from the records of 
that patient If, in the Judgment of the 
piogiam director or his authorized rep- 
resentative appointed as provided In 
§ 2 17, all of the following criteria are 
met- 

(1) There Is no suggestion in the 
written consent or the circumstances 
surrounding It. as known to the program, 
that the consent was not given freely. 
voluntarilyT and without coercion 

(2) Granting the request for dis- 
closure will not cause substantial harm 
to the relationship between the patient 
and the program or--to the program's 
capacity to provide ser/ices in general 

(3) Granting the reque.st for dis- 
closure will not be harmful to the 
patient 

(b) Circumstances deemed beneficial 
For the purposes of this section, the 
ciicumstances under which disclosure 
may be deemed to be beneficial to a 
patient Include, but are not limited to. 
those In whlth the disclosure may assist 
the patient In connection with any pub- 
lic or private claim, right, privilege, 
gratuity, grant or other Interest accruing 
to, or for the beneflt of. the patient or the 
patient's Immediate family. Examples of 
the foregoing include welfare, medlcaie. 
unemployment, workmen's compensa- 
tion, accident or medical insurance, pub- 
lic or private pension or other retirement 
benefits, and any claim or defense as- 
serted or which is an Issue In any civil, 
criminal, administrative or other p- 
ceeding in which the patient is a pi.- ; 
or Is affected. 

§ 2.40^1 Silii^ilionfl not oUicrHUo pi *>- 
vtdfid for. — BditH and purpose. 

(a) Section 2 40 Is based upon i HOI 23 
of the previous regulations, amended to 
reflect the expansion made by the change 
In the law with respect to the permissible 
scope of consensual disclosures. 

(b) A strong case can be made for the 
proposition that 1 2 40 should, in 
effect If not expressly, require a program 
to make any disclosure requested by a 
patient. The discretion vested In the pro- 
gram, it can be argued. Is at best an 
expres.slon of overprotectlve paternalism, 
and at worst, an Invitation to programs 
to cover up material potentially em- 
barrassing to themselves. Bearing In 
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mind, however, that persons who ha\e 
obtained the t\pe of trejitjnent to uhich 
this part apphcs are more vul' rable to 
pressures of various kinds than are pa- 
tients in general, it seems preferable to 
retain some rcsponsibihty on the part 
of the program to Protect the best in- 
terests of its patients In this very sensi- 
tive area. This, like many other choices 
which these regulations reflect, is a de- 
termination which can be reviewed and 
revised from time to time in the light 
of experience. 

Subpart D — Disclosures Without Patient 
Consent 

§ 2.51 MeUica? mcrgcnrics. — Rules. 

(a) In general. DisclDsure to medical 
ppfsonnel, eV{her private or govern- 
mental, is aii\hcri^ed without the con- 
sent of the patient when and to the ex- 
tent necessary to meet a bona fide medi- 
cal emergency. 

(b) Food and Drug AdminUtration 
Where treatment involves the use of any 
drug, and appropriate officials of the 
Pood and Drug Administration deter- 
nine that the life or health of patients 
may be endangered by an error in the 
manufacture or packaging of such diug, 
disclosure of the identities of the recip- 
ients of the drug may be made without 
their consent to appropiiate officials of 
the Food and Drug Administration to en- 
able them to notify the patients or their 
physicians of the problem in order that 
corrective action may be taken 

(c) Incapacitated persons. Where a 
patient is incapacitated and information 
concerning the treatment bemg give^i 
him by a program ts necessary to make a 
sound determination of appropriate 
emergency treatment, such information 
may be given without the patient's con- 
sent to personnel providing such emer- 
gency treatment. 

(d) Notification of family or others 
When any individual .suffering from a 
serious medical condition resulting from 
drug or alcohol abu.se is receiving treat- 
ment at a facility \ihich is within the 
scope of this Part the treating physician 
may, in his discretion, give notification of 
such condition to a member of the In- 
dividual's family or any other person 
with whom the individual is known to 
have a resiK>nsible personal relationship 
Such notification may not be made with- 
out such individual's consent at any 
time such individual is capable of ra- 
tional communication 

(c) i^ccord required Any program 
making an oral disclosure under author- 
ity of this section shall make a writ- 
ten memorandum showing the patient's 
name or ease number, the dat#» nnd time 
the disclosure was made, some indica- 
tion of the nature of the emergency, the 
Information disclosed, and the names of 
the individuals by whom and to whom it 
was disclosed. 

§ 2.5 1-I Mi^diml rnirrRcnrirn - Kaxi* 
•ntl purpose. 

The provisions of I 2 51 are adapted 
from I 1401 42 of the previous regula- 
tions, and are based on subsection (b^(2> 
(A) of the authorizing legislation The, 



piOMsion in the previous regulation*; 
with respect to patients uho may be in- 
carcerated Is now covered in $ 2 33(b) 

Paratjraph (d) of § 2 51 is ba.sed upon 
the theory that the di'^closure there al- 
lowed is of the patient's endangered 
condition, not his Identity as a drug or 
alcf»^ol abuse patient, and that the hu- 
r^:.iitarnn necessity of .such notifica- 
tion outweights its potential for acci- 
dental violatjrn of confidentiality 

§ 2.S2 Rr«>r.irr}i, Hiiilil, nml <\<tliij- 
lion. — Riih'S, 

(a) Research, audit, and (^valuation 
Subject to any ' , plicable specific pro- 
vision set forth hereinafter in this sub- 
part, the content of records pertaining to 
any patient >^hich are maintained in 
connection with the performance of a 
function subject to this part may be dis- 
closed, whether or not the patient gives 
consent, to qualified personnel for the 
purpose of conducting scientific research, 
management audits, financial audits, or 
program evaluation, but such personnel 
may not identify, directly or indirectly, 
any individual patient in any report of 
such research, audit, or evaluation, or 
other^Aise disclose patient identities in 
any manner For the pui poses of this 
subpart and for the purpoi^es of subsec- 
tion <bM2)(B) of the authorizing legi?- 
lat*on. the term "qualified pei?onnel" 
means persons whose train-ng and ex- 
perience are appropriate to the nature 
and level of the work in which they are 
engat'cd and who, ^hen workmg as part 
of an organization, are performing such 
work with adequate admmistraiive safe- 
guards apamst unauthorized disclosiiies 

(b) Use of disclosures of pnticnt iden- 
tifying information. 

(1) Where a disclosure made to any 
j)er.soii pursuant to paragraph (a* of this 
section includes patient identifying in- 
formation with respect to any patient, 
such information may not be further dis- 
closed, and may not be ust'd in connec- 
tion with any legal, administrative, su- 
peiVisory, or other action whatsoever 
with respect to such patient, except as 
provided in paragraphs (bK2) and (b> 
(3) of this section. 

(2) The inclusion of patient identify- 
ing information in any written or oral 
communication between a pe/son to 
whom a disclosure has been made pur- 
suan to paragraph (a) and the program 
making such disclosure does not consti- 
tute the identification of a patient In a 
report or otherwise in violation of para- 
graph (ft). 

(3) Where a disclosure is made pur- 
suant \x} paragraph (a) of this section 
to a per.son qualified to determine, on the 
basis of such disrlosure, the presence of a 
sjjbstantial risk to the health and well 
being, whether ph>sical or psychological, 
of any patient, and. in the judgment of 
such person, such a risk exists and the 
situation cannot be dealt with solely oy 
means of communications as described 
in paragraph (b) (2) of this section with- 
out intensifying or prolonging the risk 
as compared with other means of dealing 
with it, then the initial disclosure under 
paragraph (a> and any subsequent dis- 



closure or rcsli^vl * uie of p.iuent u!* nti- 
f>ing information for the P'jrrK)se of re- 
ducing the risk to the patient iii.olved 
shall be siibjtv t- to tlie pi^^ '-'^^ns of 
I 251 

§2 32-1 H»s<.irrh, .iiiilit. .ukI <\j!ja- 
tion It.isis I ltd |>iii|M>«>r. 

^a) General jturpose Sub ertion <a) 
of this sfctjon IS *ul;ipted directly from 
sub^pt tion (bM2MB) of the aatbouzing 
legislation 'ilie piirixjso of e:*(h is the 
s.'iine To facilitate the search f»jr truth, 
whether in the context of scientific m- 
vestipation, administrativt management, 
or broad issues of public policy, while at 
the same time safeguarding the personal 
privacy of the individuals who a'-e the 
intended beneficiaries of the process or 
program under investigation. This «:ub- 
part in particular, and this part as a 
whole, are intended to aid n (ar:>ing 
oat that purpose. 

(b) The succeeding section? of this 
subi)art deal with problems which ari^e 
in connection wjth disclosures in.ide for 
certain specific puipf^^'^s winch have 
been interpreted as falbng within the 
general put poses em-jrat ed by § 2 fi2. 
Those sections will be best undci st^K>d, 
however, in the light of .sorr.e dist usMon 
of the underl.v mg piemiscs of the general 
rule, and its relationsliip io two other 
legal concepts the right of pruiu.y, and 
the duty to obtain inioiined con .cm from 
rosea rch bubjK'ts 

fc> The Rinht of Pi ivn^y So fa ' as is 
idevant to tJiis d:"^Cii<;siC)i., we ma> con- 
sider the right of pinaey in t ♦.%<.> a^-pert.': 
One. a p.otection a^.'^mst wni^roiKT gov- 
ernmental activity, is the ii^ht to be se- 
cure ayajnst iriiea'^ uiable ^cir^hps .Mid 
s'^i?ures ^;iaiantfed by tlie FuUiih 
Amendment. \Mth some ♦•xp.i ision from 
the penuinbr; s of thO Fifth and Sixth 
Amendments Tlie protections afforded 
to patient*: t> the auth ii/ing 107. slation, 
not to irent'on thes<» r^trubUions. go far 
bey^'iid those v^hich are coiistitiitio'ially 
req.M eJ. 

fd> The o*her aspect of the right of 
privacy, which has sometimo^ been de- 
scribed as the right to be left a'one. is 
the notion that an individual has a nght 
not to be hurt by intrusions into his es- 
sentially peisonal concerns, or to have 
essentially private information exp^oit^ 
fc)r commercial gain, v.hether or not the 
intrusion or exploitation is in connection 
with any iwssible govcmmental accion 
against him Tie courts ha\ e M>okeii of a 
right of privacy in a wide variety of con- 
texts, but they have repratt'db and ex- 
plicitly rejected the notion that anyone 
has a nght to go about his daily afTairs 
enfap^iilated in an imiv^nef i able bubble 
of anonymity The c<jurt.s have bc^n care- 
ful to Atigh the ( onipftinR int^^re<;ts and 
the '.orial interest in valid re.-carch and 
evaluation is clc^irly of siifTicient moment 
to be considered in this process. 

(e) In defense of the tKjsition that 
di'flo-iire of patient Identifying infor- 
mation even for carefully guarded sci- 
entific research .'-hould be p^nnitted only 
on a consensual basis, two dominant lines 
of argume»nt. som'^vihat interrelated, 
have eineiged One is that retrospective 
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studie.*; are of questionable value in any 
c&se. and the other Is that a sampling 
technique involving informed consent on 
\Uie part of the members of the sample 
ATX alwa>b be ased to develop the in- 
rmation sought Neither line of argu- 
ment will withstand careful scrutiny. 

(f\ It is true, of course, that the 
efficacy of a given therapeutic agent can 
often TCst be evaluated by means of a 
well-drsftned prospective study in which 
special recordkeepir.g procedures, special 
cnteua fo\ tatieiit selection, and an 
appropi late V)ntrol have all been estab- 
lished uith a View to the purpose of the 
study There ar^ however, many impor- . 
tant investigatloits which simply do not 
lend themselves t^mich a format Some- 
times the desirabili^ or even the pos- 
sibility of a particuTkr study does not 
sugger-t itself excepbs. in retrospect. 
Another important con^eratlon is the 
fact that knowledge thaKan investiga- 
tion is going on may inflilence the be- 
havior of patients. cliniclaiV^. or both. 
Where .^urh knowledge can tnAuence the 
m«ike-up of a sample, it will jtionnally do 
so in tl)e direction of favoral/le oul^romes, 
but to an unknown degree, thus tet^ding 
to invalidate the results reported \ 

(g) While the sample technique hastts 
u^es, e'^pecially with populations that an^ 
unmanigeably large, it is often less dif-^ 
flctilt and pxpen^ive, and less likely to 
inteifere with the actual conduct and 
out'omes of treatment or rehabilitation 
proo^^b^es, to u.se the full population under 
study Even more important than eco- 
lioniy and administrative convenience in 
carrynuT out a study, there may be an 
overriding adva!\tagc in terms of eiimi- 
natmr any question as to the validity of 
the re-jiilts of the stiiriy on the ground of 
biH-4 ui the sclertion of the sample 

(h> Informed Consent. The duty to 
obta'ii informed consent is obvious and 
ronipclling in situations where an indi- 
vidual Ls exposed to the pos«^ibillty of 
harm, either ph>sical or psychological, 
as a con.scquoiice of medical procedures, 
research, or similar activities. Where 
such a situation exLsts the person con- 
ducting the re^earch or medical pro- 
cedure violates his duty to the subject 
or patient if he proceeds w ithout obtain- 
ing the voluntary informed consent from 
the individual or his legally authorized 
representative Thu3» in conducting an 
activity which places the subject or 
patient at ilsk the practitioner may 
not give precedence to a hidden agenda, 
even for so lofty a motive as the 
advancement of knowledge In this re- 
gard, see the Department of Health, Edu- 
cation and Welfare's Protection of Hu- 
man Subjects Regulations, 45 CFR Part 
46. Those regulations are applicable to 
all Department of Health, Education and 
Welfare grants and contiaots supporting 
research, development and '•dated ac- 
tivities involving human subjects. 

<i) It is apparent that the foregoing 
rationale for requiring informed con- 
s»'nt does not apply to the same degree 
in situafJons involving the disclosui *. of 
clinical records for research in the form 
of follow-up or retrospective studies. Un- 
der those circumstances the risk to the 



subject is that some disclosure or misuse 
of Information from which he could be 
identified might result in embarrassment, 
lost opportunities, or other forms of 
psychological or social injury. While 
that possibility of harm could be re- 
duced by requiring consent to every re- 
view of clinical records for research pur- 
poses, a similar result can be achieved by 
the less restrictive method of limiting 
further disclosure of identifying infor- 
mation by the researcher Given the ap- 
plicability of this alternative, equally 
effective means for protecting a patient 
or subject from the possibibty of a 
harmful public disclosure. It is unreason 
able to Insist upon Informed consent to 
every review of clinical records for the 
purposes of conducting legitimate re- 
search, particularly since such Insistence 
could lead to the ultimate absurdity of 
prohibiting efforts to identify the nature 
and source of an unknown plague simply 
because the patients or researcher lacked 
the clairvoyance to have consent forms 
signed prior to the onset of the 
affliction 

( j) In sum, there are restraints on cer- 
tain means of governmental acquisition 
of Information about individuals which 
are operative irrespective of how the in- 
formation is ased, and there are re- 
straints on the uses of information 
'^hich are independent of how or by 
whom it is acquired, but they do not and 
slK^ild r>ot add up to the proposition that 
thcNhse of information about a person 
is either morally or legally the absolute 
prerogative of that person to determine 

(k) For all of these rea.sons, the au- 
thorizing Wislation expressly provides 
that patientSconsent is not required with 
respect to dis™sures for research, audit, 
and evaluatiQn^inor does it prohibit In- 
dividual patient Uientification in connec- 
tion with such d&dosures While it is 
entirely appropriatX to impose safe- 
guards and procedures in connection 
with these activities, ItVould be wholly 
inappropriate to use tne rulemaking 
process to Impose an absolute require- 
ment of patient eonsent witlKrespect to 
activities which by statute N^ay biJ 
conducted without it. \ 

(1) Clas$tficatifin of activities\lt is 
clear that Congress intended a balartjng 
of the social Interest in the validity 
the results of inquiry, on the one han< 
with the Individual interest in anonym- 
ity, on the other, all within the limits 
set by the legislation and the constitu- 
tion With that objective in mind, we 
may now turn to the various categories 
of activities which come within the pur- 
view of this subpart 

(m) These activities may be classified 
first, In regard to whether participation 
is voluntary from the standpoint of the 
program, and second, as to whether the 
objective is to ascertain compliance with 
predetermined standards (examinations 
as defined in I 2 54, and program evalua- 
tion as defined In 12 11(g)(1)), or to 
ascertain the validity of a given standard 
or hypothesis (scientific research, and 
program evaluation as defined In § 2 11 
(g)(2)). The application of the fore- 
going classifications logically results In 



the creation of four categories of activi- 
ties Three of them are specifically dealt 
with In the succeeding section* of this 
subpa»-t and need not detain us here, the 
fourth is dlscassed below. 

(n) Scientific research and evaluation 
Beyond the bare restatement of the au- 
thorizing legislation set forth in S 2 52, 
these regulations are deliberately silent 
with respect to purely voluntary scientific 
research and program evaluation in the 
sense defined in 5 2 11(g) (2) Testimony 
and written comments received on the 
August 22, 1974 draft regulations were , 
noteworthy in two respects. First, no 
Instances of abuse on the part of persons 
acquiring patient identifying Informa- 
tion under these circumstances were 
cited Second, while there was some wen- 
founded criticism of the attempt in tl -t 
draft to provide guidelines for determin- 
ing what Is scientific research arvd who 
Is qualified to do it. no usable alterna- 
tives — indeed, almost no alternatives at 
all — were forthcomirig. 

(o) In one of the wrlttei comments, 
the writer cautioned against any assump- 
tion "that our major remaining problems 
in drug and alcohol abuse treatment are 
prevention of illicit diversion and pro- 
tection of confidentiality," and suggested 
'that we still have a problem in discover- 
ing, testing and evaluating improved 
treatment techniques. To do this," he 
continued, "one should place minimal 
obstacles in Che way of bona fide clinical 
and epidemiologic research 

(p) The result of leaving the rule as It 
Is In the statute, without attempting to 
sharpen Its outlines or define Its terms, 
will be to leave it for Interpretation on 
a case-by-casc basl^ by thoce who must 
apply it in practice the researchers who 
seek the information, and the programs 
which supply It This does not foreclose 
the possibility of anicndlng the regula- 
tions on the basis of experience If It ap- 
pears either that clinicians are becoming 
so cautious that research and evaluation 
studies are being choked off. or that 
abases are occurring In the use of in- 
formation disclosed. But until a need for 
more detailed regulation in this area Is 
demonstrated, we think Its Imposition 
would do more harm than good. 
§ 2.53 CovcrnnienUl »$tncir9, — Rules. 

(a) In general. Where re.search, audit, 
evaluation functions are performed by 
on behalf of a State or Federal gov- 

er>iniental agency, the minimum quall- 

ions of personnel performing such 

funcubns may be determined by such 
agency,'' subject to the provisions of this 
part, wltli^^particular reference to the or- 
ganlzatlonak requirements and limita- 
tions 'bn the\ategories of records sub- 
ject to review ay different categories of 
personnel \. 

(b) financial anAadmtnistrative rec- 
ords. Where prograhi records are re- 
viewed by personnel wno lack either the 
responsibility for, or appiWlate training 
and supervl ' n for, rona^ictlng scien- 
tific research, determining aoherence to 
treatment standards, or evaluating treat- 
ment as such, such review shoald\e con- 
fined as far as practicable to adnHfUs- 



ERIC 



FEOEIAl lEGlSffl. VOl 40, NO I ]7— TUESDAY, JUIY 1, 1«75 
182 



} 



RULES AND REGULATIONS 



27S17 



trative ar«d financial records Under no 
circumstances should such personnel be 
shown ca.seworker or coun. .llor notes, or 
similar clmical records Programs should 
organize their records so that financial 
and administrative matters can be re- 
viewed without disclosmg clinical infor- 
mation and without disclosing patient 
identifymg information except where 
, necessary for audit verification. 

(c» Scientific research and long term 
evaluation studies No State and no 
agency or political subdivision of a 
State may require, as a condition to 
funding, licensing, or otherwise, that any 
program furnish patient identifying In- 
formation for the purpose of conducting 
scientific research or long-term evalua- 
tion studies unless the recipient of such 
Information is legally required to hold 
such information in confidence, is pro- 
hibited from taking any administrative. 
Investigative, or other action with re- 
spect to any individual patient on the 
basis of such information, and is pro- 
hibited from identifying, directly or In- 
directly, any individual patient in any 
teport of such research or evaluation, or 
d^herwise disclosing patient identities 
in any manner 

(d) Opinion and description to be 
furnished program Before any patient 
identifying information is required to be 
submitted by a program under the cir- 
cumstances described in paragraph (c>. 
the program shall be furnished — 

(1) An opinion by the attorney general 
or other chief legal ofTirer of the State 
to the effect that the conditions specified 
In paragraph are fulfilled v>iih re- 
spect to such plot; ram or with respect to 
all programs in such State similarly 
situated, and 

(2) A dp«^rrii)ti<)n of the admmistra- 
tive procedures and ph>sical limitations 
on access or other measures to provide 
for the securitv of the data, but such 
description sh^ll not be in such detail as 
to furnish guidance for wrongful at- 
tempts to breach .such sec iirity 

(e) Et' lusivenpss of pro(edurc^ No 
State or loral ko\ ei nir.ental agency 
may require any treatment program to 
furnish patient identify ing information 
to Itsejf or any oth'^r recipient (xcept in 
conformity with this swtion or § 2 54 
No Federal ngency may r^jiiire any 
treatment program to fOrnrh »'atient 
identlfjinf^ information to itself or any 
other re(iP»*'Mt except in conformity 
with tins 'CTtioii < Iher than paragraph 
(d) (1) thpieof » or § 2 54 

§2.53-1 fHi>rrt)it»rnl.i! n^ititM'*. H.i^ih 

Section ? 53 is an implementation of 
the authoritv (f)ntalned In subsection 
(g) of the a.ithon/iiifi legislation to pro- 
vide safeguarils nnd procedures to effec- 
tuate the purposes of such legislation. 
It mak'^s clear that whenever infor- 
mation is required of a program, 
whether by law or by the terms or con- 
ditions of a contract or grant, the pro- 
cM'i'cn and safeguards required under 
thi> I ♦I'Mi are applicable. 



§ 2.54 PHtirnt idrntifxing infurttiffion 
in connection with cxuminatlons.'— 
Kulet. 

(a) Definitions. For the purposes of 
this se( tion — 

(1) The term "examination" means 
any examination to which this section is 
made applicable by paragraph (b) of this 
section 

(2) The teim "examiner" means any 
individual or any public or private or- 
ganization. including any Federal. State, 
or local governmental agency, which con- 
ducts an examination to which this sec- 
tion applies. 

(b) Applicability. This section applies 
to any examination of the records of a 
treatment program which is carried out 
for the purpose of or as aid to ascer- 
taining the accuracy or adequacy of its 
financial or other records, or the effi- 
ciency or effectiveness of its financial, ad- 
ministrative, or medical management, or 
its adherence to financial, legal, medical, 
administrative, or other standards, re- 
gardless of whether such examination 
is called an audit, an evaluation, an in- 
spection, or by any other name. 

(c) Statement required for disclosure 
of patient identifying information in con- 
nection with examination No program 
may make, and *iO examiner may require. 
an> disclosure of patient identifying in- 
formation in connection with an exami- 
nation unless the examiner furnishes to 
the program a written statement — 

( 1 ) that no record of patient identify- 
ing infoimation will be made or retained 
by or on behalf of the examiner in con- 
nection with the examination without 
notice to the program in accordar^ce with 
paragraph (c) (2) of this section, or 

(2) setting forth the specific purpose 
for which a record of patient identifying 
information is being retained by or on 
behalf of the examiner, the location at 
which such information will be kept, and 
the name official title, add:css. and tele- 
ph(>ne nun^ber of a responsible individual 
to whom any inquiries by the program 
about the disposition of such record 
should be directed 

fd) Disposition of record of patient 
lilentifying information in connection 
With elamination After any record of 
patient identifying information retained 
in connection with an examination has 
ser\ed its piirpo^^c. or Vvithin the time pie- 
.sdibed in paragraph fe> of this section, 
whichever is earlier, the examiner shall 
destroy or return to the program all rec- 
01 ds (including any copies thereof) con- 
taining patient Indentifying information 
which have been in Jts possession in con- 
nection with such examination. 

(e) Maximum time rllowed for dwpo- 
6i/i(>n, The action required b> paragraph 

(d) shall be completed— 

(1) Except as provided in paragraph 

(e) (2) of this section not more than two 
years after the record was acquired by or 
on behalf of the examiner, or 

(2) Where the record is needed in con- 
nection with a formal legal proceeding 
against the program commenced or to be 
commenced not more than two years 
after the record A'as acquired, and writ- 



ten notice to this effect is fiirnKl^ed to 
the program within two years afti'r the 
record was acquired, not later than 
termination of such proceeding 

(f) Notice of final disposition When 
an examiner disposes of records as re- 
quired by paragraph (d) of this section, 
or not later than the time prescribed 
by paragraph (e) of this section, which- 
ever is earrlier. the examiner .shall f\irnish 
to the program concerned a \»iilttm 
statement — 

(1) That there has been compuaiiLC 
with this section and with the pre. ii>ions 
of this part prohibiting any dioclosure of 
patient identifying information from re- 
cords held by auditors or evaluators. or 

(2) Specifying the particulars in which 
there has been a failure of compliance. 

§ 2.54—1 Patirnt identtfjing informa- 
tion in connection ^ith exam I na- 
tions. — Basis and purpose. 

Confidence on the part of tieatment 
program personnel in the integrity of 
auditing and reguJalury processes is im- 
portant to the effective fun'-tioiung of the 
treatment system It is the p\irpose of 
§ 2 54 to foster practices which w^'ill both 
justify and engender s\ich confidence. 

§ 2.55 Sup4'r> i*>ton and rr^iil.ition of 
naccotic injinlfnaitcc and drjoxifira- 
tion pro{;rans<i. — Ui<Ir». 

fa) Definition of "registrant' For tlie 
purposes of this section, the term 
"registrant" means a person who 
(1) has pending an application for regis- 
tration under section 303(g) of the Con- 
trolled Substances Act (21 USC 823 
(g);, or {?.) has been regi?t<»red under 
su(!h section and whose rcKistiation h.is 
not expired or boon sui rendered or re- 
voked. 

(b) Drug Enforteinent Athvxiu^tra' 
tion Duly authorized agents of the Drug 
Enforcement Administrati'>n i>iall have 
access to the premii»es of registrants for 
the purpose of ascertaining compliance 
for ability to comply) w:th standards es- 
tablished by the Attorney General under 
section 303(g)(2) of the Contiolled Sub- 
stances Act (21 USC 823(gU2)) re- 
specting the security of stocks of narcotic 
drugs and the maintenance of reco:ds dn 
accordance with section 307 of the Cnn- 
trolled Substances Act. 21 USC 827> on 
such drugs Reg i<:t rants shall maintain 
such records separate from and in ifkli- 
tion to patients' clinical le^ords rcMjuned 
to be rnamtained under 21 CFR 310 50f 
(d)(7>(iil). which slmll not be available 
to ;.iich axents except as authorized 
under a court order in accotdanco with 
Subpart E of this part Records niain- 
taincd by regi«i*i*ants for the purposes of 
section 307 of the ContrnHcd Stih-.tai" »'s 
Act (21 USC 827) nerd 'iOt identify 
patients by name. ndflres<^, *,o( !al srcurity 
number, or otherwi.se cx<rpt by an 
identifying nyniber nssigried by the 
registrant, but where such a svstem is 
used, the registrant .shall mamt^iin on a 
current basis a cross-Index leferrri^ing 
each Identifying number Ui the na»ne >*nd 
address of the patient to whom ft refers 
Upon request at any time and w;ih(»iu 
acivance notice, but "^ubjc'-t tr> th.; p.'O- 
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vIsloiLS of I 2 54. such agents shall be 
granted Immediate access to ax^ such 
indfx. Such agents may use names and 
addrciscs so obtained strictly for the pur- 
poses of auditing or \erifymg program 
records, and shall exercise all rea onable 
precautions to avoid InjidverterU dI':clos- 
ure of patient identities t', third parties. 
Names and oth^r identifying information 
so obtained mav not be compiled or used 
in any refjt^try or personal dati» bank o^ 
any dc ••rlptloii 

<c) Food and Ij>j-J Adrnvntra^'on 
Dub authon/ed agents of tlie Food tnd 
Drug Administration shall have access lo 
the premises of registrants and to all 
records maintained by regtstrants, for the 
purpose of ascertaining compliance (or 
ability to comply) with standards es- 
tablished by the Secretary of Health, 
Education and Welfare under section 4 
of the Coniprehrn5lve Drug Abuse Pre- 
vention and Control Act of 1970 (42 
use 257a). srcUorj> 303<g) tl) and 303 
<g> ^3) of the Controlled Substances Act 
(21 use 823<g){l) and 823(g)(3)), 
and sections 505 and TDK., of the Fed- 
eral Food. Drug, and CO"=;nietic Act (21 
use 355 and 37 Wa) ) When nccessarj' 
in the conduct of their duti^^s. and sub- 
ject to the provisions of § 2 54. agents 
may u^e r:anie>> and addressee of patients 
strictly for the purposes of auditing or 
verifying piograni records, and shall ex- 
erci^t* all reasonatle pierauiions to avoid 
Inadvertent di^ lo-iurc of pati^p.t identi- 
ties to third partirs Name^ and other 
ldentt!>iiig info niahon on patient, ob- 
tained pmsuant t<> this ,c> tion or by any 
other conipulsury proce..^ may not be 
coaiptlcd or use-1 in any rtvu^try or per- 
sonal data bank of anv d^^s^nption Ex- 
cept OS autnonzed under this pauiRraph 
or by a court order gr.mted under Sub- 
part E of thr part. U> such agents rnay 
not. cither orallj or in \vnting. ex'^ept 
in t:onvenat m with peisonnrl of the 
regisfrant uhde on the prr inut s of the 
registrant, uloiillfy an> i itient othcrvtise 
than by refm iice to an ntif>in^' num- 
ber a^sigijfd by the i.^gutrar.t. and (2) 
su'^h agents n»ny not rt'rnovr from the 
prt'niisf.-^ of the registiant any notes. 
do(Utnent,. or cop es thereof ^hl^h con- 
tain patient identifying information 

(d> State drug law enfnr( cmt^nf agen- 
tz>s Duly authnib^d agents of any State 
drag law enforcej'icnt air^ncy having 
jurl"^dit tion and s^x^nflr respoasibllity 
by statute or oth*M'Ali.e for the enfori*e- 
ment of cinnir.il la\vs relating to con- 
troll'"<l suhstflncrs ^'a^ defined in the 
Controlled Substances Art) shall have 
arcev> to the preniise- of any registrant 
for the purpose's ^wlth respect to cor- 
rpvJonding provisions, if eny. of State 
LiWi and subject to the le*. rictions and 
llinltat'ons set forth in pa-agr.M>h (b> 
cf thK- spftlcn. and subject to § 2 54 

(e^ State health au^fionttrs 

(1) Dt*flnition of *'QunUfii'd State 
health aycTuy". As u.sed In tin. para- 
Rianh the term *'Qua!iried Stnte health 
agen.\/** nreans a^ agency of State gov- 
ernnirnt (0 ^lilch hfl.. express legal 
rtrpnn'»lbr.lty to ascertain that regis- 
trants U! drr It« jiiH dV?!.)n comply ^ith 
anpropria*o treatment '.tTn'iniil , Ml) 



which Is legally and administratively 
separate from any agency of State gov- 
enunent resiwnsible for investigation of 
violations of, or enforcement of, criminal 
law generally or criminal laws relating 
to controlled substances; (iU) whose 
personnel are qualified by training or 
experience to conduct inspections of 
health care facilities to ascertain com- 
pliance with treatment standards; and 
(iv> whose personnel are by State law, 
or by published adminiitrativc directive 
enforced by effective sanctions, required 
t'j maintain the confidentiaUty of any 
Information concerning the identity of 
patients which they may acquire in the 
course of their official duties. 

(2) Access Duly authorized agents of 
a qualified State health agency shall 
have access to the premises of registrants 
and to all records maintained by regis- 
trants, for the purpose of ascertaining 
compliance (or ability to comply) with 
treatment standards (including those 
relatiflg to quantities of narcotic drugs 
which may be provided for unsupervised 
use by individuals in treatment) estab- 
lished under State law. Such access, »nd 
the use of any information thereby ob- 
tained, shall be subject to the restric- 
tions and limitations set forth in para- 
graph <c) of thJS section, and subject 
to S 2 54 

§ 2 .> f— 1 Supervision and rr|;uljtiori uf 
narrolic inainlcnanrc ■iid dftoxififa- 
(ioii prri{;rJiii«.-~Bj>is and purpu*<^> 

(a) Section 2 55 is addr&ssed to the 
general problem described In the follow- 
ing passage from the legislative history 
of Pub L 9^282. 

A major clement of the task of fashioninc 
new regulation? pursuant to the express 
rulemaking authority conferrrrj by thl5 leg- 
Isltttlon »l'l be to reconcile the sometimes 
coIiOUtlPg Interests of research, audit, and 
evaluation with rights of privacy and the 
conndentlaMty of the relationship between 
patlpnt and clinician Such a reconciliation 
becomes particularly crucial where the func- 
tions of re-icarch. audit, or evaluaMon are 
conducted by a governmental agency with 
rcKUlfttory po vers and responsibility, and 
the trcatnient Involve*, the u^e of a drug 
surh as meth rtonn whl'.h Is In a research 
staUis or whlCii Is rea/itly susceptible of mls- 
usr or Illicit diversion 

Becau-^r of the dlfTcil^y and complexity 
of thr task, the rulemaking atithorlty Ls in- 
tcntlnnally cast In t<rn:s broad enough to 
permit thi? limitation of the srnpe. content, 
or circumstances of any disclosure under 
■uhsrctloa (h). whether (b)(1) or (b)(2). 
In tho light of the nece sary purposes for 
whl^^h It tfl made or required (Congressional 
Rerord. dally edition. May 6. 1974. page 
H JS/^I). 

(b) It has been the consistent inter- 
pretation of the Special Action Office 
for Drug Abuse Prevention that the only 
provision of the authorizing legl'^Iation 
^hlch permit^s disclosures to compliance 
offmers. whether of DEA. FDA. or state 
agencies, Is subsection (b)(2)(Bi. That 
subsection strictly prohibits any further 
disclosure of names or other identifying 
information concerning patient'^, and the 
statutory prohlbltior^ ha.$ been but- 
tic'-ed by provisions of these regula- 
tio!is. notably 1 2 54. prcldlng safe- 



guards and procedures to assure that the 
statutory prohibition is respected. 

(c) In testimony and written com- 
ment on ttrt August 22, 1974 draft of 
these regulations, It haa been urged that 
access to patient identifying Information 
by law enforcement personnel, even /or 
the limited purposes allowed by statute 
and regulation, should be prohibited ex- 
cept pursuant to a court order obtained 
under 21 USC 1175(b)(2)(C). We 
believe that such a prohibition Is 
beyond our power to impose. 

(d) Section 307<b) of the Controlled 
Substances Act (21 USC. 827) provides, 
in pertinent part. "Every • * * record 
required under this section • • • shall 
be kept and be available, for at least two 
years, for lijspection and copying by 
officers or employees of the United States 
authorized by the Attorney General/* It 
is a well known principle of statutory 
construction that amendments and re- 
peals by implication are not favored. In 
People V, Newman. 32 N.Y.2d 379, 345 
N.YS2d 502. 298 NE2d «51 (WS). 
cert, denied 414 US. 1163. 94 S.Ct 927. 
39L Ed. 2d 116 (1974). the United States 
filed amicus briefs with the Court of Ap- 
peals of New York and with the United 
States Supreme Court, arguing that sec- 
tion 408 of Pub- L. 92-255 (21 US.C. 
1175) did not effect an implied amend- 
ment or repeal of the provisions of Pub 
L 91-513 (21 USC 872(c) and 42 U.S.C 
242a (a) ) which confer on the Attorney 
General and the Secretary of Health. 
Education, and Welfare the power to 
grant the so-called research privilege 
discussed in 5 2 24. This position was 
expressly adopted by the New York 
court. We cannot now take the incon- 
sistent position that section 408 of Pub. 
L. 92-255 did indeed amend by Implica- 
tion section 307 of Pub L. 91-513. par- 
ticularly in the face of a contrary con- 
temporantous administrative interpreta- 
tion by both the Special Action OfHce 
for Drug Abuse Prevention and the De- 
partment of Justice. In short, if the right 
of access and copying conferred on Fed- 
eral agents by 21 USC 827 Is to be 
amended to provide that it may only 
be exercised pursuant to a court order 
in the case of maintenance and de- 
toxification programs, that Is a change 
which must be wrought by the Congress 

(e) In the case of inspections carried 
out by health supervisory agencies, we 
think that denial of access to any docu- 
ments showing patient identifying in- 
formation may have a serious adverse 
effect on the validity of the inspection 
process Even if a program keeps its own 
record** m terms of patient-identifying 
numbers assigned by the program, the 
patient flic may contain — may. indeed, 
be required to contain — documents 
signed by the patient or originating out- 
side the program. Where signatures, 
names, and addresses are all obliterated, 
it Is Impossible for the inspector to check 
the file even for apparent Internal con- 
sistency. We believe that outright for- 
gery is and will remain a rarity, but the 
temptation to cover Improper or Inade- 
quate documentation by "accidental 
mUniings** may be something else 
again. 
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(ft From a Jega! standpoint, the term 
"audit" has long comprehended the 
notion of external verification In a 
commercial petting, this means that at 
least some m\entory will actually be 
counted, at least some receivables will be 
verified by contacting the customers, 
and so on To rule that this crucial 
aspect of the audit process cannot be 
carried out with respect to a treatment 
program until after the auditor goes 
through the procedure of obtaining a 
specific court order under subsection 
(b» <2) (C) would seem to contravene the 
Int«nt of subsection (b)(2)(B). 

(g) In all of this, our decisions must 
be illuminated by a balanced considera- 
tion of the best interests of the patient 
no less than a desire to foster the Im- 
plementation of cherished values in 
society at large If protection of the 
patient's right to privacy is achieved by 
means which seriously impair our ability 
to protect him from exploitation and 
malpractice, not to mention the diversion 
of funds intended for his benefit, it 
would be a hollow victory indeed. We 
believe that the procedures and safe- 
guards which these regulations impose 
on the conduct of audits and evaluations 
will avoid that result, while affording 
substantial and meanmgful new protec- 
tion to the confidentiality of patiept 
records. 

§ 2.56 IVohihilinn on Hi«>clo«>iirr of pa- 
tirni idrrititic^ from r4*«.rari*h, auilit, 
or 4' \ at ii.it ion rert»rd« — Kule«. 

Where the content ol patient records 
has been disclosed puri>uant to this sub- 
parfTbf the purpose of conducting scien- 
tific research, management audits, finan- 
cial audits, or program evaluation. 
Information contained therein which 
would directly or indirectly identify any 
patient may not be disclosed by the re- 
cipient thereof either voluntarily or in 
response to any legal process whether 
Federal or State This prohibition does 
not affect the arces.sibility of the original 
record5 under authority of a court order 
referred to in subpart E 

§ 2.'>6^1 Pr»liil>itif>n »n Hi«>rtf>viire of 
patirni hlinlitirft from rr^iarrh, 
HuHil, or r\atiiation rrrirriK — HaHi<i 
and purpose. 

S<*ction 2 56 restates the prohibition on 
further dl^clo<;ure which Is contained in 
subsection (b>(2MB) of the authorUing 
legislation The relationship of the pro- 
visions authorl^lng court orders to the 
pi ^visions authorizing dl.srlosure for re- 
.^earch, audit, and evaluation, is dealt 
with in {i 2 62 

Subpart E — Court Orders 
§ 2 61 I i K.i| I fTi ii Mf orili r— Riilrs. 

Sub«;ectlon ^b)(2>(C) of the sections 
which authorize this part (21 U S C 1175 
and 42 U S C 4582 > empowers the courts. 
In appropriate circumstances, to author- 
ize disclasures which would otherwise be 
prohlbit«i by subjection (a) of those 
sections. Subsection (bM2>(C) operates 
only as a mechanism for Uie relief of the 
duty Imposed by subsection (a) and not 
a« an affirmative grant of Jurisdiction to 



authorize or compel disclosures pro- 
hibits or privileged by other provisions 
of law, whether Federal or State An 
order or provision of an order based on 
some other authority, or a subpoena, or 
other appropriate legal process, is re- 
quired to compel disclosure To illustrate, 
if a person who maintains records sub- 
ject to this i>art is merely requested, or 
Is even served with a subpoena, to dis- 
close information contained therein In a 
manner prohibited In the absence of a 
court order, he must refuse such a re- 
quest unless, and until, an order is issued 
under subsection (b)(2)(C). Such an 
order would remove the prohibition, but 
could not, of its own force, require dis- 
closure If there were no subpoena or 
other compulsory process, or a subpoena 
had been issued but had expired or been 
quashed, the custodian of the records 
would have discretion as to whether to 
disclose the information sought unless 
and until disclosure were ordered by 
means of appropriate legal or adminis- 
trative process, the authority for which 
would have to be found In some source 
other than subsectuni (b)(2)(C) of the 
sections authorizing this part. 

§ 2.61-1 Legal rfftcl of ordrr — Ra^is 
-^ind purpf»«e. 

(A) Section 2 61 is a restatement of 
the interpretative rules embodied in 
§§ 1401 61 and 1401 62 of the pre- 
vious regulations Both the position- 
ing of the authority to Issue court orders 
in s 2097 as initial^' passed by the Senate 
(92nd Congress, 1st Session, December 2, 
1971) and the explicit cross-reference in 
section 408(a> of Pub L 92-255 make 
pleax the congressional ntent that sec- 
tion 408(b)(2)(C) operate as a mecha- 
nism for the relief of the 408(a), stric- 
tures and not as an affirmative grant of 
jurisdiction to authorize disclosures pro- 
hibited by other provisions of law, 
whether Federal or Stat«. 

(b) The amendment made by Pub L. 
93 -282 to section 333 of the Alcoholism 
Act (42 use 4582) was enacted with 
the same language and structure as sec- 
tion 408 in this regard in order to make 
the interpretative rules set forth in § 2 61 
applicable to it.' 

2 62 fnapplu'ahility to M'lotidar^ rec- 
ords — Riilrn. 

The authority which subsection 
(b) (2) (C) of the sections which author- 
ize this part (21 U SC. 1175 and 42 U S C. 
4582) confers on courts to Issue orders 
authorizing the disclosure of records ap- 
plies only to records referred to in sub- 
section (a) of such sections, that is, the 
records maintained by treatment or re- 
search progra.ns which have patients, 
and not to secondary records generated 
by the disclosure of the subsection (a) 
records to researchers, auditors, or eval- 
uators pursuant to subsection (b) 2) (B) . 

§2.62-1 ftLipplirnhility In ^ci onHurj 
rr< ordv~Ha«>is jtui piirpo^r. 

(a) The interpretative rule set forth 
In 8 2 62 Ls an essential and basic limita- 
tion on the scope of (b)(2)(C) orders. 

was part of the original regulations 
under section 408 of Pub L 92-255 pub- 



lished^ November 17, 1972 (37 FR 24638), 
and was carried forward unchanged in 
the amended regulations published De- 
cember 6, 1973 (38 FR 33748), the special 
status of which has already been noted 
in 5 2 3 See, also, fi 2.61-1. 

(b) Although this rule Is well sup- 
ported by the history and technical 
structure of the legislation, the policy 
considerations in its favor are even more 
compelling In 5 2 52-1, we have dis- 
cussed the urgent necessity for access, 
even without patient consent, to patient 
records on the part of qualified person- 
nel engaged In scientific research and 
evaluation Where this access Includes 
patient ideiiu.'ying information, as' It 
sometimes must if vital work is to be 
done, there must not be any question 
whatsoever about the legal inviolability 
of Its confidential status In the hands 
of the researcher Granted, there may 
occur rare occasions when the original 
records are for some reason not avail- 
able, where a (b) (2) (C) order would lie 
as to the original records, and where 
there would seem to be some advantage 
in the administration of justice for such 
an order to permit disclosure of identi- 
fying information by the researcher. But 
compared to the damage* which the mere 
potentiality for access does to the whole 
research enterprise, the advantage in 
terms of ability to deal with rare and 
anomalous cases seems almost trivial. 
Even in those cases. Jenial of actt'ss to 
the party seeking the information leaves 
him m no worse position than If the re- 
search or evaluation, which was cer- 
tainly not undei taken for his benefit, had 
never been done at all. 

(c) Where the secondary records are 
generated under the circumstances de- 
scribed in § 2 54, of course, this argu- 
ment does not apply. In that situation. 
If preliminary examination suggests that 
the records may be needed for compli- 
ance or other administrative or Judicial 
proceedings, the person conducting the 
audit or other examination should 
promptly seek the authority of a court 
order to copy the original records. The 
use of secondary records thus generated 
under authority of a court order would 
then be limited by the terms and pur- 
pases of the order, rather than subsec- 
tion (b) (2) (B) of the authorizing legU- 
lation, and thus the rule .«et forth in 
§ 2 62 would not apply. 

§ 2 63 I.iniildlion lo oKjrcli>e dais — 
Rulr^ 

(a) Limitation to objective data. Ex- 
cept as provided In paragraph (b) of this 
section, the scope of an order issued pur- 
suant to this subpart may not extend to 
communicatioas by a patient to person- 
nel of the program, but shall be limited 
to the facts or dates of enrollment, dis- 
charge, attendance, medication, and 
similar objective data, and may include 
only such objective data a^ is necessary 
to fulfill the purposes for which the order 
Is Issued. 

(b) Exception. When a patient in 
litigation offers testimony or other evi- 
dence t)ertalnlng to the content of his 
conimunications with a program, an 
order under this subpart may authorize 
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ttie submission of testimony or other 
evidence by the program or its per- 
•onnei 

% 2.63—1 I.imilalton lo ol>jf<'li%t Jala. — 
Ba*tU anil purpose. 

In the three-year period subsequent 
to the original enactment of 21 USC 
U75» not a single occasion was reported 
to the Special Action Office for Drug 
Abuse Pievention on which an attempt 
was made to secure a (b)(2)<C) order 
Authorizing the disclosure of a confi- 
dential communication by a patient to 
A counsellor or other member of the staff 
of % treatment Program. In all of the 
conunents and testimony received on the 
draft regulations published August 22« 
1974. there was nothing to suggest any 
circumstances urder which a court order 
Authorizing such a disclosure would be 
either desirable or appropriate Yet the 
mere possibility that such an order might 
be Issued Is to some a source of anxiety 
which Impairs the effectiveness of treat- 
ment. Such an ongoing negative effect 
clearly outweighs the remote theoretical 
possibility that some peculiar circum- 
stance might arise In which judicial au- 
thorization for such a disclosure might 
be sought Accordingly, the limitation 
Imposed by 5 2 63 on the scope of (b) (2> 
(C) orders to preclude that possibility. 
And hence to eliminate Its adverse in- 
fluence on treatment services, appears 
to be a proper exercise of rulemaking 
power. 

§2.6t Pr<M4'«lurOH mid criirrra in srii- 
era!' — Kulr>. 

(a) Identity of patient Applications 
for court orders to authorize disclosure 
of records pertaining to a known patient 
shall not use the real name of the patient 
unles^s the patient con.s€nUs thereto 
voluntarily and intelligently. In the case 
of an ez parte application initiated by 
the patient, the application should be 
Instituted in the name of a factious per- 
son, such as Jon Doe. unless the patient 
re^iuests othorwtse Tlic same procedure 
should be follovfced in the case of a sepa- 
rate proceeding held in conjunction with 
a pending criminal or civil action Any 
court order should identify the patient 
fictitiously, and the dtsclosure of the 
pi: enVn real name should be communi- 
cated *x> the program in such manner as 
to protect the confidentiality of the pa- 
tient's identity. 

(b) Notice. In any piooeeding not 
otherwise provided for in this subpart, 
in which the patient or the program has 
not been made a party, each shall be 
given appropriate notice and an oppor- 
tunity to appear in person or to file a 
re.sponsive statement, deposition or other 
form of response consistent with local 
rules of procedure The court shall give 
due consideration to any such statrnient, 
deposition or other resi>onse in exercis- 
ing its discretion as to the existence of 
good cause and. If deemed nere.ssary or 
desirable, consistent with loral rules of 
procedure, It may order the program di- 
rector to appear and give direct testi- 
mony. 

(c) Hearings All hearings and all evi- 
dence In connection therewith shall bo 
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held or taken In the judge's chambers, 
unless the patient requests an open hear- 
ing or the court determines that such 
hearing Is consistent with the public In- 
terest and the proper administration of 
Justice 

(d) Good cause. No order shall be is- 
sued unless the record shows that good 
cause exists, and in assessing good cause, 
the court shall weigh the public Interest 
and the need for disclosure against the 
Injury to the patient, to the physician- 
patient relationship, and to the treat- 
ment services. 

(e) Need for disclosure If other com- 
petent evidence or sources of information 
are available, the court should ordinarily 
deny the application. 

(f) Adverse effects If there is evldf nee 
that disclosure would have an adverse 
effect upon successful treatment or re- 
habilitation of the patient or would Im- 
pair the effectiveness of the program, or 
other programs similarly situated, in the 
treatment or rehabilitation of other pa- 
tients, the application should be denied 
unless the court finds that the adverse 
effects are outweighed by other factors 

(g) Content of order. Any order au- 
thorizing disclosure shall — 

(1) Limit disclosure to those parts of 
the patient's record deemed essential to 
fulfill the objective for which the Older 
was granted; 

(2) Limit dl.sclasure to those persons 
whose need for Information is the basis 
for the order; and 

(3) Include any other appropriate 
measures to keep dlsclosuie to a mini- 
mum for the protection of the patient, 
the physician-patient relationship and 
the treatment services. 

(h) Applications not otherwise pro- 
vided for In any case not otherwise pro- 
vided for in this subpart, application for 
an order authorizing disclosure of rec- 
ords to whirh this part applies may be 
made by any person who has a legally 
cognizable interest In obtaining such dis- 
closure 

§ 2.61—! Proiriltiro^ an<l rrilrri.i in Jjrii- 
eral. — Da-in an«l piir{in*>r. 

Section 2 64, In arcordance with sub- 
sertion (g> of the authorizing legislation, 
sets out procedures and criteria for the 
Issuance of (b) (2) (C) orders In general, 
subject to the more specific provisions 
with respect to particular types of pro- 
ceedings covered In the succeeding sec- 
tions of this subpart 

§2.65 In\ehligiili<»n and prnsrrtilioii of 
pfltirnl^. — Rulr^. 

(a) Applicability. This section applies 
to any application by an Investigative, 
law enforcement, or profiecutorial agency 
for an order to permit disclosure of pa- 
tient records for the purpose of conduct- 
ing an investigation or prw^ecutlon of an 
individual who Ls, or who is believcfl to 
be, a present or former patient In ft 
procram 

(b) Notice Except where an order 
under I 2 66 Is sought in conjunction 
with an order under this section, any 
program wltiv respect to whose rccord.s 
an order Is sought under this sertion 
shall be notified of the application ftiul 



afforded an opportunity to appea and 
be heard then^n 

(c) Cnteria\ A court may autliorize 
disclosure of Vecords pertaining to a 
patient for the purpose of conducting 
an investlgation of or a prosecution for 
a crime of which \the patient Ls siLspected 
only If the court finds tiiat all of tlie 
following criteria are met. 

(1) The crime wW extremely seiioas, 
such as one involvirig kidnapping, homi- 
cide, assault with a deadly weapon, armed 
robbery, rape, or otlWr acts caaslng or 
directly threatening Ipss of life or seri- 
ous bodily injury, or was believed to have 
been committed on the pienilses of tlie 
program or against personnel of the pro- 
gram \ 

(2) There is a reasoni^ble likelihood 
that the records in question will disclose 
material Information or evVdence of sub- 
tantial value in conrection^with the In- 
vestigation or prosecution \ 

(3) There Is no other practicable way 
of obtaining. the Infonnatlon Or evidence 

(4) The actual or potential Injury to 
the physlclan-patlent relationship In the 
program affected and In other i^rograms 
similarly situated, and the actual or 
potential harm to the ability of such pio- 
grams to attract and retain patients, Is 
outweighed by the public interest In au- 
thorizang the disclosure sought 

(d> Scope. Both disclosure and \dis- 
seniination of any information from the 
records in question shall be limited under 
the terms of the order to a^wure that no 
infomiatlon will be unnecessarily dis- 
closed and that dissemination will be no 
wider than necessary. Under no circum- 
ftances may an order under this section 
authorize a program to turn over patient 
records in general, pursuant to a sub- 
poena or otherwise, to a grand juiy or 
a law enforcement, iiivebticative. or pro- 
secutonal agency. 

<e) Counsel Any application to which 
this section applies shall be denied unless 
the court makes an explicit finding to 
the effect that the pro^^rarTi has been af- 
forded tlip opi>ortunity to he represented 
by coun'^el indeiK'iident of counsel for 
the applicant, and in the ca^e of any 
program operated by any department or 
agency of Federal. State, or local Gov- 
ernment, is In fart so represented. 

§ 2.6.>— 1 Invc^lipalifin «nJ pro^ectiti<m 
of |inlirnlfl — Ha«»U aiul p«iri»««r. 

<a) Tlie need for objective criteria for 
the issuance of couit orders In connec- 
tion with investigation or prosecution of 
patients seems particularly pressing, In 
the absence of such ciitena. the assur- 
ance of confidentiality othcn^ise pro- 
vided for by the authoii/'twi lecislatlon 
may be felt to be of little value 

(b) It has not hem found possible to 
frame entirely satisfactfn > rules for the 
scope of orders urxlcr S 2 60, but an illus- 
tration may bo hrlpfiil Where a witness 
to a crime is believed capable of identify- 
ing a suspect by api>eani:u'e. and the cri- 
teria set forth In | 2 65^r^ are met, and 
the proirraitt has photographs of Its pa- 
tients, the witn^^s alone niny he permit- 
ted to view Uie phoUigraphs, with no 
name, attached If U^e ^itnc.sn failed to 
identify any phntograpli as belfjg a pic- 
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tiire (»f the Mi'p<'(t tliat v^oi.ld vmi 
rri;itlfT If lluie wns s\jt\\ an Iflfiitifjc a- 

to i'wt' 5Hi\ »uf4ii fti'itKu in its iiM'^i^siun 
as to tlip '■u^i'P*!'^^ K'ftitiiv a'ld v.li'fp- 
ab'>iits if} ap,ir(»}»'iate autlu^riiips 

<f > It Is Iii»t tflC ])UlpOS|' of this tloM 

to Kiib^litute M riHi-liaiiK al foinmla for 
judii lal fMs(M*li(»n but lather to pMivKjp 
(•it*'iiH 'aIu'Ii (Ji'fiTiP the arvft vMthjn 
V liKli dtsfielwn is to b*' pxeuisod The 
ifa.<tn for jiKliuhiiK all ( ^jirios toihirut- 
tMl ori prnpi trii pitun.es or uL'.Mnst p'o* 
ifiAux p»"soiiiip| IS pi»t an> <;pec»cil '-oil'** 
tu(ip for proriuio*- as opjJO<;ed to other 
VKtims of cnrne, but is rather the re- 
sult of the spp( ral H.fru 'jlties whit h the 
hr«»a(i (Ipfjiption of ' KroKis" ui § 2 11<0) 
ceates for prok^'r.ui p»'.snnnel as (i>in- 

pi. Ml "iJiT Wltni'ss^'S 

til Tti r»'raid to § 3 C.'^i e ^ . . .nn e 
lia<; (5 Miu»n^tritt/^(i tliat liulepriiilf.'nt 
couifpl tna> Ik* of miumI irnpoft.mce 
The leading < .use (onstruinK 21 USC 
1175. reuplc I yrurr^un 32 N Y ?(1 'M9, 
345 N Y S 2d Hi?, L'^rf N K' 2d 651 H^tS) , 
certiorari deiufd. 414 llfiS, 94 S C't 
927, 39 L Kd 2d 116 M974), viould n-.er 
ha\p been pt <'><'iit»'d to thn court-s but for 
the fact that iM'al tonn-el for l)r New- 
man •.va<^ fmu'vhMi on Ji }>ro bom) publico 
b.i^is by a private law fniTi In an eritnely 
difTpr*^r«t ca^e. a touted States District 
Court apppctis to liavc i'sikg a wJioIlj in- 
appropriate oider under 21 USC 1175 in 
a case iri whi< h tlic tie.itinerit projjram 
Involved wis operated b> an areiic> of 
the tainted States (»o\ernment, and 
either was uni*^]'n'^* nted, or was lepre- 
sf filed by the ^.m e att<«rney who repre- 
sented the aKcnty ^v king the order It is 
possible, of «f)tnse. that the order would 
have b*^f*n 1* u'^d in any e\ent, but it 
seems cb-ar tiiat theie was no adequate 
presen*atf Ml t^) the court of arKumrnts or 
testi:Tion\ in cppo^iticn It !s diffKMilt to 
see how tlie pui poses of subsection (b> 
(2><C> of t>.e authon/in? legislatioti f an 
be cai 1 led '^ot if there is irndeqn.ite pres- 
ri it at ion of t Iif is^oes to tbn roui ts fnrh 
must u\o th'*in 

§ ? Fmvi stic.itHin ail'! pro*.* « iiImiii of 

|irot;t — Iliib*«. 

^a' Appln (ihiJitv This se< tion applies 
to an> applii.itmn by an ad^ruiiist : ativc, 
iPKUlat-orv, snpf r \ roi y m\ cstiKatu e, law 
enffjK » nient, or pin utoi lal a^'^'t^cy for 
an Older t^) |>fnnit dis<]nvure of patient 
letoids or the ni.iVini' of copies thereof 
OncIudinK p.^tient ide ntify in^ infoinia- 
tioiu f(fr tlie puipo-%e '4 (onductitiK an 
llive-tlKation or .tn adtiniiustrative or ju- 
(h( lal piowpfhufr with n spect to any 
iu<>friarn oi anv p'liu ipal, a^rnt, or em- 
plo\ee theif'of in h)s (,ipa(ity as such 

<b* Stttue An ^ipplu.itton urifler this 
set tiot) rna\ in tfio fh.< retion of tlie 
(oiiit, br- Kj mtpd without notice, hut 
upfui tile linpiPinentatrnn of any order so 
(fi anted, the pM»rtani shall be afTorded 
an opportunity to srek the re\ocjition or 
a'TO'iulinent '-f s'wh order 

<c> Vffi/*' p.iMi dl fln-ure .ind His- 
w r*ii} t*i"n of jr,\ htf"'Mi iti<»n fiorn th^ 



ic K't(i'. in (ju* <ttoii '-hall he liftnted iH'der 
the l»'i.'ns of tlie ordei to a' sure that 
l)att< nt kit ntittf's will b^- r'^'tt* t*^d to the 
Mi<<\itmini pra(tKHble extent .irul that 
iM'ues anil othei ideniif> iri|i cliaract* rls- 
tu s of patients are exium^'ed fi(>rn any 
d'xunients ph'ued in any public record 
No infotriiation obtained puisuant \.o an 
Older under this section rnnv he U'^ed to 
londuft ;iny in\estiKatif)n or pio-et ution 
of a p.itient, or bp u«^ed tvs the ba«^K f<)r 
<v\ i' ophi ation foi an order 'inder § ? 65 

2 f>f>— I In\e-ti<;.ition titn\ prosiiiitlon 
of pnit^ritin^ — H.ims .okI piir|M>se. 

Dif imiu ipal purjHJse of 5 2 66 is to 
en.ihle ^ refulntory arencj whose inspec- 
tion or oilier stniice of information has 
dis(l )^ed a need for follow-up. or which 
his been iefus»»d access to patient rec- 
nid^. to obtnn the neressarj authoiiza- 
tiiui foi a(C( s and copying There may 
aNo he raie instances, such^s those tn- 
\ohin(; fniantial fiaud. tax evasion, or 
other t ff( rises win re access by other iri- 
vrstn;at:\ " i>y,r\n les is nc( ^-sary. sub- 
ject t'> the rt'»iui[crn*'nts arid pi()te(tions 

this p.»rt 

5 2 (i7 I Hill r< .(fit iits .111)1 inforni- 

(a' ApphcahiUtv Th'* ^-'itujii applies 
to any aophcation b\ an .'idnurusti ative, 
rc^^ulatory. supervisory, iru(^ti^atuc. or 
law enfouetnent aKOticy for an order to 
p' rmit such a^^e^cy to have an uiaier- 
(o\er a^rc nt or inforniant in a proptiam 
under lik t:rnstances vhich wt)uld other- 
wise be prohibit«'d under § 2 19 

<b> Notifp An or<ier under this sec- 
tion rnav be granted without notice 
wheie the criminal conduct for the uj- 
vestiyation of which it is gi anted is be- 
lieved to be cairied on by the program 
diiector or by any employee or agent 
Of the proyram with the knowledge of 
the piogram director or under such 
circum'-t^inces that in the exercise of 
reasonable caie the program duector 
should know of such c'>ndnct Uiider any 
oMirr c ircuinstances. an ordnr under this 
sp( titm may be granted only after the 
ploy ram diieft4)r has been afTorded no- 
tice and np|)t)rturiity for hearing. 

C'Titerm An order under this sec- 
tic»n may be granted only where there is 
re.isftn to believe that a program or any 
priiKipnl. ."^ent, or frnpb)>ee thficof is 
en^ayed in seiicnis criinmal iri-conduct, 
and that r>ther means of scturing evi- 
deiK e of such cthniiial niis< ciTiduct are 
not available or would not be efTectlve 

<i\) S< ape An Older granted pui'suant 
to this section ma\ author i/e the use by 
the appliMint of an undeicover agent 
or infonnant. either as a i)ati»nit or as 
an cniplojce. of the proKiam m qnestjcm 

(e) Tunc pinrnfi An otder under this 
section may not authorize the use of an 
undeic(j\er a^jent for an imttal period 
exceedmi' fiO davs At any time p tor to 
the evpiiahnn of such fiO-day period, 
the HfiplK ant ma> apply for an order ex- 
tending s'Kh peticKi for an additn^nal 
peiiofi Hot to exMcd fiO but in no 

('\ nit in.' V tlie u eor.cn ii id»'i t <n ( r ricrnt 



m anv pro{,'tarn be authuii/ed for more 
than 180 da\s m an> period of 12 cc>n- 
set utive months 

<f) Duty of agent Except to the ex- 
tent expiessly authorized In an oide" 
under this section, which shall be limited 
to disclosure of -information directly re- 
l.ited to the purpose for which the order 
is granted, an undercover agent or in- 
formant shall for the purposes of this 
part be deemed an agent of the prc»gram 
within which he is acting as such, and 
as 5uch sliall be subject to all of the pro- 
hibitions of this part applicable to dis- 
closures of any information which he 
may accjuire 

^ 2.67—1 I'fiflc r<i»<T ag« nis .ind inform- 
ants — Ita^is mi:c1 ptirpo^r. 

The legal rationale underlying this 
^f^ction hits been set forth in § 2 19 -1 It 
IS expected tliat this section will find its 
principal and perhaps its exclusive ap- 
plication in the area of drug law enforce- 
ment Experience has demonstrated that 
medical personnel, no matter how cre- 
dentialed, can engage in the ilhcit sale 
of drugs on a large scale, and that the 
use of undecover ajjerits and informants 
is normally the only effective means of 
securing evidence sufTici(*nt to support a 
successful prosecution 
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Title 21 — Food and Drugs 

CHAPTER lll—SPECIAL ACTION OFFICE 
FOR DRUG ABUSE PREVENTION 

PART 1401— CONFIOrNTIALITY OF DRUG 
ABUSE PATIENT RECORDS 

Revocation of Part 

On May 9, 1975, there was published 
irt the Fedfral Register <40 FR 20542) 
a notice of proposed lulemnkmg propos- 
ing the r'cvocation of Part 1401 of Title 
21 of the Code of Federal Regulations by 
reason of the proposed iiicoiiJ<»iation of 
lis subject matter m a new Part 2 of Title 
42 of the Code of Fedeial Regtilations 

Tntorested persons were invited to sub- 
mit written com lents. views, or argu- 
ments with resp»Tt to the proiKi^ed revo- 
catitm. within 30 days of Uie date of pub- 
lication of that notice None were 
received, except to the extent that (hey 
were lrnj)licit ui those submit t-ed on the 
prc)i>osed new Part 2 of Title 42 of the 
Code of Federal Regulations, which were 
duly consideicd 

Accordingly, pursuant to the autlionty 
of section 408 of the Dnig Abuse Office 
and Treatment Act of 1972. as amended 
by Pub U 93 282 (21 USC H75>, and 
under the authority delcRated to Uie 
Ciencral Counsel (39 VR 17901 May 21, 
1374). Part 1401 of Title 21 of'Uie Code 
of Fe<leral Regulations is ifvoked. effec- 
tive August 1, 1975 

Dated June 25, 1975. 

Grasty Crfws, 11, 
General Coun^rl, Special Action 
Office for Drug Abuse Pre* 
vc Jition 
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